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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Health  Care  Financing  Administration 

42  CFR  Parte  405, 440, 456  and  482 

Medicare  and  Medicaid;  Utilization 
Review 

agency:  Health  Care  Financing 
Administration  (HCFA),  HEW. 
action:  Proposed  Rule. 

summary:  These  regulations  would 
revise  utilization  review  procedures  for 
hospitals  that  participate  in  the 
Medicare  and  Medicaid  programs  and 
establish  procedures  for  facilities  or 
programs  that  provide  inpatient 
psychiatric  services  to  Medicaid 
recipients  under  21  years  of  age.  They 
would  establish  standards  for 
conducting  review  of  the  health  care 
provided  to  patients  eligible  under  the 
two  programs,  as  required  by  sections 
1861, 1902  and  1903  of  the  Social 
Security  Act. 

These  requirements  would  apply  only 
to  hospitals:  proposed  revisions  of 
procedures  for  skilled  nursing  facilities 
(SNFs)  and  intermediate  care  facilities 
(ICFs)  would  be  published  later.  The 
intent  of  the  regulations  is  to  ensure  that 
services  paid  for  under  Medicare  or 
Medicaid  are  medically  necessary  and 
appropriate. 

date:  We  will  consider  written 
comments  or  suggestions  received  by 
May  2, 1980. 

ADDRESSES:  Please  address  comments 
to:  Administrator,  Health  Care 
Financing  Administration,  Department 
of  Health,  Education,  and  Welfare,  P.O. 
Box  17082,  Baltimore,  Maryland  21235. 

In  commenting,  please  refer  to  HSQ- 
09-P.  Organizations  and  agencies  are 
requested  to  send  conunents  in 
duplicate  to  indicate  the  particular 
section  referred  to  by  each  comment. 
Comments  will  be  available  for  public 
inspection,  beginning  approximately  2 
weeks  from  today,  in  Room  5220,  at  our 
offices  at  330  C  Street,  S.W., 
Washington,  D.C.,  on  Monday  through 
Friday  from  8:30  a.m.  to  5:00  p.m.  (202- 
245-0365). 

FOR  FURTHER  INFORMATION  CONTACT: 
Alan  Reider,  301-594-3980. 
SUPPLEMENTARY  INFORMATION: 

Background 

Medicare  and  Medicaid  hospital 
providers  for  which  a  Professional 
Standards  Review  Organization  (PSRO) 
has  not  assumed  binding  review 
responsibility  are  required  to  conduct 
utilization  review  (UR)  as  a  condition  of 


participation  and  Federal  payment. 
(There  are  approximately  3,000  such 
hospitals.) 

The  purpose  of  the  UR  and  PSRO 
programs  is  similar:  to  assure  that  health 
care  services  for  which  payment  may  be 
made  in  whole  or  in  part  under 
Medicare  and  Medicaid  are  medically 
necessary  and  appropriate,  and  are 
delivered  in  the  most  effective,  efficient, 
and  economical  manner  possible. 

The  UR  program  is  based  on  two  ' 
fundamental  concepts  of  health  care 
review:  that  physicians  are  the  most 
appropriate  individuals  to  assess 
medical  care,  and  that  peer  review  of 
health  care  is  an  effective  and 
appropriate  means  of  ensuring  that  care 
is  properly  utilized.  Using  these 
concepts  as  a  foundation,  physicians, 
and  where  appropriate,  other  health 
professionals,  are  responsible,  through 
the  UR  committee,  for  fulfillment  of  the 
two  major  goals  of  the  UR  program:  (1) 
assuring  proper  utilization  of  health  care 
facilities  and  services  at  the  most 
economical  level  consistent  with 
professional  standards,  and  (2) 
identifying  utilization  problems  in  health 
care  practices  and  working  toward  their 
improvement. 

Hospital  review  is  divided  into  two 
areas:  (1)  review  of  services  provided  to 
individual  patients,  and  (2)  review  of 
patterns  of  delivery  of  health  care 
services.  Review  of  patient  services 
includes  admission  and  continued  stay 
reviews.  Admission  review  determines 
the  medical  necessity  of  the  proposed 
health  services  and  the  appropriateness 
of  providing  them  in  a  hospital  setting. 
Continued  stay  review  determines  the 
medicial  necessity  and  appropriateness 
of  continued  hospital  care.  Patterns  of 
health  care  service  delivery  are 
reviewed  through  Medical  Care 
Evaluation  (MCE)  studies,  which  are 
indepth  reviews  of  health  care  services 
delivery  and  medical  management 
practices. 

Revised  final  Medicare  and  Medicaid 
UR  regulations  were  published  in  the 
Federd  Register  on  November  29, 1974 
(39  FR  41605,  41610),  and  became 
effective  July  1, 1975.  The  effective  date 
of  portions  of  those  regulations  was 
delayed  by  a  preliminary  injimction 
issued  on  May  27, 1975,  by  Ae  United 
States  District  Court  for  the  Northern 
District  of  Illinois,  in  the  case  of 
American  Medical  Association  et  al.  v. 
Weinberger,  395  F.  Supp.  515  (N,D.  Ill., 
1975)  and  affirmed  by  the  United  States 
Court  of  Appeals  for  the  7th  Circuit  on 
July  23, 1975  (522  F.  2d  921  (7th  Cir., 

1975)).  The  Department  published 
notices  to  that  effect  on  August  6, 1975 
(40  FR  33033,  33036).  The  Department 
announced  its  intent  to  revise  the 


hospital  UR  regulations  on  September 

10. 1975  (40  FR  42006),  and  issued  a  new 
notice  of  proposed  rulemaking  on  March 

30. 1976  (41  FR  13452). 

On  April  1, 1976,  an  amendment  made 
by  Pub.  L  94-182  to  one  of  the  UR 
provisions  of  the  Medicaid  statute, 
section  1903(g)(1)(C),  became  effective. 
Section  1903(g)(1)  requires  a  reduction  in 
Federal  financial  participation  (FFP) 
unless  a  State  “makes  a  showing 
satisfactory  to  the  Secretary”  that  there 
is  in  operation  in  the  State  an  effective 
program  of  control  over  utilization  of 
institutional  services.  Part  of  this 
“showing”  is  evidence  of  a  continuous 
program  of  UR  as  specified  in  paragraph 
(C)  of  section  1903(g)(1). 

The  major  changes  made  by  P.L. 
94-182  to  section  1903(g)(1)(C)  were:  (1) 
imposition  of  conflict  of  interest 
restrictions  on  those  who  establish 
criteria  to  be  used  in  UR;  (2)  a 
requirement  that  other  professional 
personnel  participate  in  establishing 
these  criteria;  (3)  elimination  of  an 
explicit  requirement  for  continued  stay 
review;  (4)  elimination  of  an  explicit 
conflict  of  interest  restriction  on  those 
who  perform  review;  and  (5)  substitution 
of  screening  for  review  in  certain  cases. 
These  statutory  changes,  as  well  as 
policy  developments,  public  comments, 
and  Federal  initiatives  to  improve 
Government  regulations,  resulted  in 
withdrawal  of  ffie  1976  proposed  UR 
regulations  on  Jime  7, 1978,  (43  FR  24715) 
and  issuance  of  these  newly  proposed 
UR  regulations. 

Summary  of  the  Proposed  Regulations 

The  proposed  regulations  provide 
requirements  for  the  establishment  of  a 
UR  plan  and  conduct  of  a  UR  program  in 
hospitals  participating  in  the  Medicare 
or  Medicaid  programs,  and  in  mental 
hospitals  and  facilities  or  programs 
providing  inpatient  psychiatric  services 
to  individuals  under  21  participating  in 
Medicaid.  (We  use  “hospital”  in  this 
preamble  to  refer  to  all  of  these 
tecilities.)  The  requirements  under  the 
proposed  regulations  can  be  divided  into 
three  principal  areas:  scope,  UR 
committee  functions,  and  process. 

A.  Scope 

These  proposed  regulations  set  forth 
the  basic  requirement  that  each  hospital 
participating  in  Medicare  or  Medicaid 
and  not  under  binding  PSRO  review 
must  have  a  UR  plan  in  effect  that  meets 
all  of  the  requirements  of  Subpart  F  of 
proposed  Part  482.  (The  development 
and  carrying  out  of  this  UR  plan  is  the 
hospital’s  UR  program.)  Each  hospital  is 
responsible  for  its  UR  program, 
including  the  establishment  of  a  UR 
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committee  to  carry  out  the  functions  of 
the  program. 

We  are  proposing  in  these  regulations 
to  allow  a  group  of  hospitals  to  establish 
a  single  IJR  program.  We  are  also 
proposing  to  allow,  in  certain  specified 
circumstances,  a  substitution  of  other 
UR  procedures. 

B.  Committee  Functions  and 
Requirements 

The  proposed  regulations  provide  for 
the  establishment  of  a  UR  committee 
which  will  be  responsible  for  all 
functions  of  the  UR  program.  The 
committee  must  establish  criteria  and 
select  norms  to  be  used  in  determining 
medical  necessity  of  admissions.  " 
continued  stays,  and  elective 
procedures.  It  will  be  responsible  for  the 
review  of  admissions,  continued  stays, 
and  elective  procedures,  to  assure 
medical  necessity  and  appropriateness 
of  care.  If  the  committee  cannot 
establish  medical  necessity  or 
appropriateness  of  care,  it  will  be 
responsible  for  issuing  a  notice  of 
adverse  decision.  The  adverse  decision 
will  recommend  that  the  patient’s 
admission,  continued  stay,  or  elective 
procedures  not  be  approved  for  payment 
under  Medicaid.  The  adverse  decision  is 
binding  for  payment  purposes  under 
Medicare.  *1116  conunittee  will  also  be 
responsible  for  conducting  Medical  Care 
Evaluation  (MCE)  studies  for  the 
purpose  of  identifying  changes 
necessary  to  improve  the  effectiveness 
and  efficiency  of  the  utilization  of 
services. 

C.  Process 

The  proposed  regulations  set  forth 
two  major  review  components; 

(1)  concurrent  review  of  the  medical 
necessity  and  appropriateness  of 
admissions  and  continued  stays;  and 

(2)  Medical  Care  Evaluation  (MCE) 
studies  to  improve  the  nature  of  the 
utilization  of  health  care  services. 

1.  Concurrent  Review 

a.  Admission  Review.  The  committee 
is  responsible  for  evaluating  each 
admission  to  the  facility  to  assure  that 
the  admission  is  medically  necessary 
and  at  the  appropriate  level  of  care. 

Each  admission  is  screened  using 
criteria,  developed  by  the  committee, 
designed  to  ascertain  the  medical 
necessity  and  appropriateness  of  the 
admission.  If  an  admission  falls  within 
the  screen,  the  admission  is  approved;  if 
not,  the  case  must  be  reviewed  by  a  peer 
of  the  attending  practitioner.  If,  in  the 
judgment  of  the  peer  reviewer,  medical 
necessity  and  appropriateness  are 
established,  the  committee  must 
approve  the  admission.  If  the  peer 


reviewer  does  not  establish  medical 
necessity  and  appropriateness,  he  must 
consult  with  the  attending  practitioner 
to  resolve  any  disagreement.  If  the 
consultation  does  not  resolve  the  issue, 
a  second  peer  reviewer  must  be 
consulted.  If  the  second  reviewer  finds 
that  medical  necessity  and 
appropriateness  are  established,  the 
committee  must  approve  the  admission; 
if  not  the  committee  must  issue  a  notice 
of  adverse  decision. 

b.  Continued  Stay  Review.  Whenever 
an  attending  practitioner  wishes  to  keep 
his  patient  in  the  hospital  for  a  longer 
period  than  initially  approved,  that 
continued  stay  must  be  reviewed  by  the 
committee.  The  process  of  continued 
stay  review  is  identical  to  that  for 
admission  review. 

c.  Elective  Procedure  Review.  If  the 
purpose  of  admission  is  to  perform  an 
elective  procedure,  the  committee  must 
review  the  medical  necessity  of  that 
procedure  simultaneously  with  the 
admission  review.  If  an  elective 
procedure  is  not  the  purpose  of  the 
admission,  but  is  scheduled  during 
hospitalization,  the  committee  must 
review  the  medical  necessity  of  the 
procedure,  before  the  procedure  when 
feasible,  using  a  process  similar  to  that 
for  admission  review. 

d.  Modification  of  Review.  Where  the 
hospital  has  an  adequate  data  base  to 
perform  focused  review,  it  may  submit  a 
focused  review  plan  to  the  respective 
fiscal  agent  for  approval.  The  plan  may 
provide  for  automatic  approval  of 
admission  or  entire  hospital  stay  where 
the  committee  can  demonstrate  that  a 
type  of  case  is  consistently  medically 
necessary  and  appropriate. 

e.  Assigned  Length  of  Stay.  Whenever 
an  admission  or  continued  stay  has 
been  approved,  the  committee  must 
assign  a  length  of  stay.  The  length  of 
stay  is  based  upon  norms,  selected  by 
the  committee,  for  patients  in  similar 
age  groups  with  similar  diagnoses,  or 
based  on  the  committee's  estimate  of  the 
patient's  need. 

f.  Adverse  Decision.  If  the  committee 
does  not  approve  an  admission  or 
continued  stay,  it  must  issue  a  notice  of 
adverse  decision,  informing  the  patient, 
the  attending  practitioner,  and  the 
hospital  of  the  reason  for  the  decision 
and  the  date  after  which  the  stay  will 
not  be  approved  as  medically  necessary 
or  appropriate. 

Major  Issues 
A.  Scope 

A  number  of  issues  arise  concerning 
the  scope  of  UR  requirement  and  the 
circumstances  in  which  they  should 
apply  fully,  or  be  modified  or  waived. 


1.  Should  continued  stay  review  be 
required  for  UR  under  Medicaid? 

Hiese  proposed  regulations  retain  the 
requirement  for  continued  stay  review 
as  part  of  UR  under  Medicaid.  Prior  to 
the  enactment  of  Pub.  L  94-182, 
continued  stay  review  was  explicitly 
required  under  the  Utilization  Control 
penalty  provision,  section  1903(g)(1)(C). 
The  Section  was  amended  by  I^b.  L.  9^ 
182,  ostensibly  only  to  allow  for  less 
than  100  percent  review.  The  Section  as 
amended  does  not  expressly  require 
continued  stay  review.  However,  section 
1903(i)(4)  still  requires,  unless  waived, 
that  Federal  Medicaid  payments  be 
made  only  for  services  furnished  in 
hospitals  that  have  in  effect  UR  plans 
which  meet  the  requirements  of  section 
1861  (k).  Continued  stay  review  is 
explicitly  required  for  Medicare  under 
section  1861(k)(3),  and  we  have, 
therefore,  concluded  that  it  must  be 
retained  for  Medicaid. 

2.  How  closely  should  the 
requirements  of  the  UR  program  parallel 
the  requirements  of  the  PSRO  program? 

The  purposes  of  the  UR  program  and 
the  PSRO  program  are  similar:  to  assure 
the  medical  necessity  and 
appropriateness  of  medical  services 
provided  under  the  Medicare  and 
Medicaid  programs.  Because  of  the 
similarity  of  purpose,  and  because  of  the 
need  for  a  smooth  transition  from  UR  to 
PSRO  review  when  a  PSRO  assumes 
review  responsibility,  we  propose  that 
the  general  policies  of  UR  parallel  the 
policies  of  I%RO  review,  and  that  the 
specific  requirements  be  as  consistent 
as  is  permissible  under  existing 
statutory  provisions.  (Final  regulations 
for  PSRO  hospital  review  were 
published  in  the  Federal  Register  on 
June  4, 1979  (44  FR  32074).) 

An  illustration  of  this  policy  is  our 
proposed  requirement  that  UR 
committees,  like  PSROs,  make, 
determinations  with  respect  to 
appropriateness,  as  well  as  medical 
necessity.  We  think  that  the  requirement 
in  1861(k)(l)  that  a  UR  plan  provide  for 
review  of  admissions  and  continued 
stays  “(B)  for  the  purpose  of  promoting 
the  most  efficient  use  of  available  health 
facilities  and  services’’  provides 
sufficient  authority  for  appropriateness 
determinations,  and  we  believe  that 
such  determinations  are  essential  to 
ensure  proper  utilization  of  institutional 
services.  We  are  also  proposing  to  adopt 
the  proposed  PSRO  requirement  that 
health  care  practitioners  other  than 
physicians  with  independent  admitting 
privileges  make  review  decisions 
concerning  the  care  delivered  by  their 
peers.  (See  discussion  under  issue  12.) 

3.  How  soon  must  UR  be  reinstituted 

after  a  PSRO  has  had  its  funding  l 
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withdrawn  and  loses  review 
responsbility? 

When  a  PSRO  loses  it  funding  and  its 
review  responsibility,  UR  must  be 
reinstituted.  This  transition  should 
cause  little  problem  in  hospitals  with 
delegated  review  responsibility  and 
ought  to  be  accomplished  quickly.  If  the 
PSRO  has  not  delegated  review,  the 
transition  may  be  more  time-consuming. 
This  may  be  particularly  true  under 
Medicaid,  where  UR  imposes  significant 
monitoring  responsibilities  on  the  single 
State  agency.  These  responsibilities  may 
require  additional  financial 
appropriations  by  State  legislatures.  We 
have,  therefore,  proposed  that  a 
maximum  of  three  months  be  imposed 
as  a  deadline  for  UR  to  be  implemented. 
We  believe  that  this  period  without 
formal  review  procedures  is  short 
enough  so  that  significant  problems  with 
over-utilization  should  not  00010*.  Three 
.  months  should  be  enough  time  for 
participating  hospitals  and  the  Medicaid 
State  agency  to  reinstitute  the  UR 
program. 

4.  What  should  be  the  UR 
requirements  for  mental  hospitals? 

The  present  Medicaid  regulation 
impose  substantially  identical  UR 
requirements  for  hospitals  and  mental 
hospitals.  (42  CFR  456.100  through 
456.145;  456.200  through  456.245.)  The 
differences  are  that,  for  mental 
hospitals:  (1)  admission  review  is  the 
responsibility  of  the  State  agency;  (2) 
there  is  not  pre-admission  review 
authority;  and  (3)  the  initial  continued 
stay  review  date  may  be  no  later  than  30 
days  after  admission,  and  90  days  for 
each  subsequent  stay.  (The  hospital 
regulations  do  not  specify  time  limits.) 
Also,  the  UR  committee  in  the  mental 
hospital  must  include  at  least  one 
member  knowledgeable  in  the  treatment 
of  mental  diseases,  who  must  review 
each  case  before  an  adverse  decision  is 
made.  We  are  proposing  to  retain  these 
last  two  differences,  since  they  are 
based  on  the  special  nature  of  mental 
health  services.  We  are  also  proposing 
to  apply  them  to  Medicare  psychiatric 
hospitals.  (Present  Medicare  regulations 
at  42  CFR  405.1035(f)(6)  impose  an  initial 
30  day  continued  stay  review  date  for 
psychiatric  hospitals,  but  do  not  specify 
further  continued  stay  time  frames.)  We 
are  proposing  to  make  admission  review 
in  mental  hospitals  a  function  of  the  UR 
committee  and  are  proposing  to  allow 
for  pre-admission  review. 

5.  What  should  be  the  UR 
requirements  for  inpatient  psychiatric 
services  for  individuals  under  21? 

Final  regulations  implementing  the 
penalty  requirement  of  section  1903(g), 
published  in  the  Federal  Register  on 
October  1, 1979  (44  FR  56333),  make 


inpatient  psychiatric  services  furnished 
to  recipients  under  21  subject  to  UC 
requirements. 

listing  Medicaid  regulations  at  Part 
456,  Subpart  G,  already  contain 
physician  certification,  plan  of  care,  and 
evaluation  requirements  for  these 
services.  There  are  no  UR  regulatory 
requirements  in  effect  for  these  services, 
however.  We  are,  therefore,  proposing 
that  the  UR  requirements  for  psychiatric 
hospital  services  be  applied  to  all  in¬ 
patient  psychiatric  services  paid  for  by 
Medicaid,  whether  those  services  are 
provided  in  a  hospital  or  in  another  type 
of  institution,  or  a  program  within  a 
facility.  We  believe  that  non-hospital 
psychiatric  services  are  sufficiently 
similar  to  those  provided  in  hospitals 
that  a  imiform  set  of  requirements  is 
appropriate. 

6.  Should  the  regulations  allow  a 
group  of  hospitals  to  have  a  single  UR 
program? 

Section  1861(k)  of  the  Act  provides 
that  UR  may  be  the  responsibility  of  a 
committee  that  is  not  based  in  the 
particular  hospital,  if  the  committee  is 
established  in  a  manner  approved  by 
the  Secretary.  A  small  institution,  or  one 
in  an  area  with  limited  physician 
availability,  may  find  the  requirements 
for  a  full  UR  program  costly  and  difficult 
to  meet.  We  therefore,  propose  to  allow 
a  group  of  hospitals  to  have  a  single  UR 
program,  provided  that  the  UR 
conunittee  responsible  for  the  program 
meets  the  requirements  discussed  below 
imder  issues  10  through  13. 

7.  What  UR  requirements  should 
hospitals  accredited  by  JCAH  meet? 

Participating  hospitals  accredited  by 
the  Joint  Commission  on  Accreditation 
of  Hospitals  (JCAH)  are  deemed  by 
section  1865(a)  of  the  Act  to  meet 
automatically  the  Medicare  conditions 
of  participation,  except  for  UR  and 
institutional  planning.  The  Secretary  is 
authorized,  however,  to  find  that  an 
accredited  hospital  meets  the  UR 
condition  of  participation  as  well,  if  the 
JCAH  requires  a  UR  plan  or  another 
requirement  that  serves  substantially 
the  same  purpose  as  the  UR 
requirements  of  section  1861(k). 

In  December  1978  the  Board  of 
Commissioners  of  the  JCAH  approved  a 
new  UR  standard  and  supporting 
interpretation,  which  became  effective 
for  accreditation  purposes  on  January  1, 
1980.  We  have  worked  closely  with  the 
JCAH  in  the  development  of  the  new 
standard.  The  Department  carefully 
analyzed  the  draft  UR  standard  to 
assure  consistency  between  the  JCAH 
standard  and  the  Department’s  UR 
policy.  The  recently  approved  standard 
and  interpretation  have  addressed  the 
Department’s  concerns,  and,  therefore. 


we  are  proposing  to  find  that  the 
standard  and  its  interpretation,  together 
with  the  JCAH  Quality  Assurance 
standard  and  interpretation  approved  by 
the  Board  of  Commissioners  in  April 
1979,  serve  substantially  the  same 
purpose  as  the  Medicare  hospital 
requirement.  We  are  proposing  that 
hospitals  which  are  surveyed  and 
accredited  after  Januray  1, 1980,  by  the 
JCAH  will  be  deemed  to  be  in 
compliance  with  the  UR  condition  of 
participation,  provided  that  the 
hospitals  meet  both  the  UR  and  Quality 
Assurance  standards  and  their 
interpretations.  'The  positive  effect  of 
this  finding  will  be  an  end  to  separate 
federal  and  JCAH  standards  and 
duplication  of  UR  survey  efforts  by  the 
JCAH  and  State  agency  surveyors. 

Under  our  proposal,  JCAH-accredited 
hospitals  would  be  deemed  to  meet  the 
requirement  imposed  by  section 
1903(i)(4)  that  hospitals  particpating  in 
Medicaid  have  UR  plans  in  effect  that 
meet  Medicare  requirements.  We  are 
also  proposing  to  substitute  the  JCAH 
UR  standard  for  Medicaid  inpatient 
psychiatric  services  for  individuals 
under  21  for  the  UR  requirements  in 
these  proposed  regulations.  We  believe 
that  the  JCAH  requirements  for 
concurrent  review  satisfy  the 
requirements  of  section  1903(g)  for 
review  or  screening,  provided  that  each 
admission  and  continued  stay  is  subject 
to  at  least  a  preliminary  screen. 

However,  JCAH-accredited  hospitals 
will  still  need  to  meet  the  conflict  of 
interest  requirements  for  criteria-setters 
imposed  by  section  1903(g)(1)(C)  as  well 
as  the  conflict  of  interest  requirements 
for  reviewers.  Copies  of  the  JCAH 
standards  and  their  interprtations  may 
be  requested.  We  encourage  public 
comment  on  whether  JCAH  accredited 
hospitals  should  be  deemed  to  meet  the 
UR  requirements  contained  in  these 
proposed  regulations. 

8.  When  should  Medicaid  UR 
requirements  be  submitted  for  Medicare 
requirements? 

Section  1903(i)(4)  provides  that  FFP  is 
not  available  in  payments  for  services 
provided  in  a  hospital  unless  the 
hospital  has  in  effect  a  tlR  plan  that 
meets  the  Medicare  requirements  of 
section  1861(k)  or  the  Secretary  waives 
those  requirements  because  he 
determines  that  the  State  Medicaid 
agency  has  in  operation  UR  procedures 
which  are  superior  in  their  effectiveness 
to  those  required  by  section  1861(k). 
Section  1861  (k),  in  turn,  authorizes  the 
Secretary  to  use  the  Medicaid 
requirements  for  Medicare  if  he 
determines  that  the  Medicaid 
requirements  are  superior  in  their 
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effectiveness  to  those  required  by 
section  1861(k]. 

Our  present  Medicare  regulations  at 
§  405.1035(k)  and  (1)  provide  for  waiver 
of  Medicare  UR  requirements  in  two 
types  of  cases;  (1)  When  a  State  agency 
has  been  granted  a  waiver  in 
accordance  with  section  'l903(i)(4),  and 
42  CFR  456.505  through  456.508;  and  (2) 
when  a  facility  is  included  in  a  Medicaid 
UR  demonstration  project  under  section 
1115  of  the  Act.  In  order  for  a  State  to 
receive  FFP  for  services  furnished  in 
facilities  participating  in  a  section  115 
UR  project.  UR  requirements  must  be 
met.  or  waived  because  we  have 
determined  that  the  UR  procedures 
required  by  the  project  are  superior  in 
their  e^ectiveness  to  those  required  by 
section  1861(k).  We  propose  to  continue 
to  provide  for  waivers  of  Medicare  UR 
requirements  in  these  two  types  of  cases 
because  we  believe  that  it  is  desirable  to 
allow,  when  possible,  for  flexibility  and 
innovation  in  UR  programs,  and  because 
we  believe  that  it  is  essential  to  avoid,  if 
possible,  imposing  different  UR 
requirements  for  Medicare  and 
Medicaid  on  a  facility  participating  in 
both  programs. 

9.  Should  remote  facilities  be  granted 
a  variance  from  any  UR  requirements? 

Our  present  regulations,  at  42  CFR 
405.1913  and  456.520  through  456.525, 
provide  for  remote  facility  variances 
from  the  time  limits  for  completion  of 
review  requirements.  The  regulations 
provide  that  a  facility  may  submit  a 
request  that  documents  in  detail  its  need 
for  a  variance,  a  revised  UR  plan,  and 
assurances  that  the  facility  will  continue 
to  make  efforts  to  meet  all  UR 
requirements. 

We  added  this  variance  provision  to 
the  UR  regulation  in  July  1975,  because 
we  anticipated  that  remote  facilities 
might  have  considerable  difficulty  in 
finding  enough  physicians  to  meet  the 
UR  time  requirements,  particularly  the 
one-day  admission  review  requirement 
(40  FR  30817,  July  23, 1975). 

No  hospital  has  ever  requested  a 
variance  under  this  provision.  In 
addition,  we  believe  that  a  variance  is 
no  longer  necessary,  since  we  are 
proposing  to  allow  up  to  three  days  for 
admission  review  and  to  allow  a  group 
of  hospitals  to  establish  a  single  UR 
program.  Therefore,  we  have  not 
provided  for  remote  facility  variances  in 
these  proposed  regulations. 

B.  UR  Committee  Requirements 

10.  From  where  should  the 
membership  of  the  UR  committee  be 
drawn? 

Section  1861(k)(2)  provides  that  UR  be 
performed  either  by  a  staff  committee  of 
two  or  more  physicians,  with  or  without 


participation  of  other  professional 
personnel,  or  by  a  similar  committee 
outside  the  hospital,  established  either 
by  the  local  medical  society  and  some  of 
the  local  hospitals  and  skilled  nursing 
facilities,  or  by  another  method 
approved  by  ^e  Secretary.  The  statute 
requires  that  the  hospital  have  an 
outside  UR  committee  when  the  hospital 
is  so  small  that  it  is  impracticable  for  it 
to  have  a  properly  functioning  staff 
committee.  The  statute  also  authorizes 
the  Department  to  specify  by  regulation 
additional  reasons  for  which  an  outside 
committee  may  be  used.  We  have  not 
included  any  additional  reasons  in  these 
proposed  regulations.  We  are  proposing 
to  require  in  all  other  cases  that  a 
hospital’s  UR  committee  be  made  up  of 
its  own  staff.  We  are  proposing  to  allow 
members  of  the  staff  of  several  hospitals 
to  form  one  committee  and  conduct  a 
single  UR  program  for  all  of  those 
hospitals.  At  least  one  physician  fi'om 
each  hospital  must  be  on  the  combined 
UR  committee. 

We  recognize  that  outside  committee 
members  might  be  more  objective  than 
the  hospital’s  own  staff.  However,  we 
believe  that  the  hospital’s  medical  staff 
will  be  more  committed  to  achieving  an 
effective  UR  program  if  the  staff  has 
primary  responsibility  for  that  program. 

11.  Should  conflict  of  interest 
restrictions  apply  to  reviewers  as  well 
as  to  individuals  who  set  criteria? 

Prior  to  the  amendments  to  section 
1903(g)(1)(C),  made  by  Pub.  L  94-182, 
the  statute  expressly  required  that 
conflict  of  interest  restrictions  be  placed 
on  reviewers.  The  statute  as  amended 
requires  expressly  that  conflict  of 
interest  restrictions  be  placed  on 
individuals  who  set  criteria.  It  appears 
to  contemplate  that  the  restrictions  also 
be  placed  on  reviewers  by  referring  to 
reviews  conducted  by  “such 
personnel” — that  is,  the  personnel  who 
set  the  criteria. 

We  propose  to  retain  in  these 
regulations  conflict  of  interest 
restrictions  on  reviewers.  We  believe 
strongly  that  efficient  administration  of 
the  UR  program  requires  disinterested 
reviewers.  In  our  view,  review  by 
physicians  and  other  health  care 
practitioners  of  the  medical  necessity 
and  appropriateness  of  admissions  and 
continued  stays  is  the  most  important 
element  in  the  entire  UR  program,  and  it 
is  essential  that  these  decisions  be 
accurate  and  distinterested. 

Section  1903(g)(1)(C)  now  prohibits 
those  who  are  directly  responsible  for 
the  care  of  the  patient  involved  and  who 
have  a  significant  financial  interest  in  a 
hospital  from  establishing  criteria  for  ^ 
screening  and  review.  We  propose  to 
apply  these  restrictions  to  both  criteria- 


setters  and  reviewers.  We  propose  to 
define  significant  financial  interest  as  a 
5  percent  direct  or  indirect  ownership 
interest  in  a  hospital,  as  those  terms  are 
used  in  the  regulations  implementing  the 
disclosure  of  ownership  of  control 
requirements  imposed  by  section 
1124(a)(1)  of  the  Act,  wbdch  was  added 
by  section  3(a)(1)  of  Pub.  L  95-142,  the 
“Medicare-Medicaid  Anti-Fraud  and 
Abuse  Amendments.”  (Final  regulations 
were  published  in  the  Federal  Register 
on  July  17, 1979  (44  FR  41636).) 

12.  Should  conflict  of  interest 
restrictions  be  applied  to  criteria-setters 
under  Medicare? 

As  discussed  above,  section 
1903(g)(1)(C)  now  imposes  conflict  of 
interest  restrictions  on  those  who  set 
criteria  under  Medicaid.  We  considered 
not  imposing  this  requirement  under 
Medicare,  since  we  believe  that  it  may 
be  desirable  for  all  professionals 
practicing  in  an  institution  to  Jielp 
establish  criteria  for  use  in  that 
institution.  However,  we  decided  that  it 
would  not  be  feasible  to  impose 
different  requirements  for  Medicare  and 
Medicaid  in  this  case,  particularly  since 
the  substantive  requirements  are 
otherwise  identical  for  the  two 
programs. 

13.  To  what  extent  should 
membership  on  the  committee  and 
participation  in  the  UR  program  by 
health  care  practitioners  other  than 
physicians  be  required? 

Section  1861(k)(2)  provides  .that  UR  be 
performed  by  a  committee  of  two  or 
more  physicians,  with  or  without 
participation  by  other  professional 
personnel.  The  November  1974  UR 
regulations,  at  20  CFR  405.1035(e), 
required  participation  by  other 
professional  personnel  on  the  UR 
committee.  This  requirement  was 
challenged  in  the  AMA  suit  on  the 
grounds  that  it  might  result  in  non¬ 
physicians  being  involved  in  reviewing 
the  care  provided  by  physicians.  We 
agree  that  only  physicians  should  set 
criteria  for,  or  review,  the  care  provided 
by  physicians.  However,  as  in  the  PSRO 
program,  we  believe  that  peer  review  is 
essential  to  an  effective  UR  program. 

We  believe  that  the  peers  of  boUi 
physicians  and  heal^  care  practitioners 
other  than  physicians  are  best  able  to 
make  valid  review  decisions  concerning 
the  necessity  and  appropriateness  of 
health  services  ordered. 

We  therefore  are  proposing  that  other 
health  care  practitioners  who  have 
independent  admitting  privileges  review 
and  make  final  UR  decisions  concerning 
the  care  delivered  by  their  peers.  We 
recognize  that  sections  1816(k)(4)  and 
1814(a)(7)  both  refer  to  adverse 
decisions  made  “by  the  physician 
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members  of  the  committee".  However, 
we  believe  that  practitioners  who  have 
independent  admitting  privileges  and 
who  order  the  care  provided  to  the 
patient  should  also  be  given  this 
authority  since  they  generally  serve  as 
physicians  of  record  when  admitting 
and  ordering  care.  We  would  not  impose 
this  requirement  when  it  is  impractical 
due  to  the  absence  of  additional  peer 
practitioners  in  the  hospital.  To  the 
degree  possible,  consultation  with  the 
peers  of  practitioners  who  do  not  have 
independent  admitting  privileges  is 
required  whenever  the  care  provided  by 
such  practitioners  is  being  reviewed. 
Finally,  we  are  proposing  that  health 
care  practitioners  participate  in 
establishing  criteria  for  the  review  of  the 
types  of  care  that  they  provide,  and  in 
conducting  MCE  studies  evaluating  that 
care. 

C.  Process 

14.  Should  the  regulations  allow  for 
focusing,  and  if  so,  how  much  control 
should  there  be  by  the  Department? 

Focusing  is  a  modiHcation  of  the 
review  process  in  which  certain 
identified  diagnoses,  conditions,  or 
procedures  are  either  exempted  from 
review,  or  subject  to  intensified  review. 
In  the  PSRO  program,  focused  review  is 
believed  to  be  more  eflficient  and  cost- 
effective  than  100  percent  review.  We 
considered  proposing  to  require  hospital 
UR  committees  to  focus  review.  A 
hospital  UR  committee,  however,  may 
not  have  the  broad  data  base  and  data 
analysis  capability  required  to  make 
informed  decisions  about  focusing.  We 
were  concerned  that  the  administrative 
dollars  which  could  be  saved  by 
requiring  focusing  might  be  outweighed 
by  the  dollars  spent  in  reimbursing  for 
unnecessary  services,  undetected 
because  of  poor  focusing  decisions. 
Therefore,  we  are  proposing  to  allow 
hospitals  to  submit  focused  review  plans 
to  the  respective  fiscal  agents  for 
approval.  If  the  fiscal  agent  finds  that  a 
hospital  does  have  the  capability  and 
necessary  data  base  to  perform  focused 
review,  it  may  approve  the  focused 
review  plan. 

The  question  arises  whether  we  have 
the  authority  under  section  1903(g)  to 
allow  only  preliminary  screening  before 
automatic  approval  of  admission  for 
certain  conditions.  Although  the  statute 
requires  that  each  admission  be 
reviewed  or  screened  against  certain 
criteria,  the  statute  does  not  define 
those  terms.  The  legislative  history  of 
the  amended  section  1903(g)(1)(C) 
indicates  clearly  that  Congress  intended 
by  amending  the  statute  to  allow  for 
focusing  of  review  of  problem  UR  areas. 
(121  Cong.  Rec.  41312,  December  17, 


1975.)  We  believe  that  preliminary 
screening  against  a  carefully  developed 
senes  of  criteria  for  automatic 
admission  satisfies  both  this  intent  and 
the  statutory  requirements. 

15.  How  long  after  admission  should 
review  be  completed? 

The  November  1974  regulations  (20 
CFR  405.1035(f)  and  45  CFR 
205.19(a)(l)(viii))  required  completion  of 
admission  review  within  24  hours.  We 
were  enjoined  fi'om  implementing  this 
one-day  requirement  in  the  AMA  suit  on 
the  grounds  that  such  a  short  time 
period  might  well  frustrate  reasonable 
medical  judgement  regarding  medical 
necessity,  because  of  lack  of  time  for 
adequate  testing,  and  might  result  in 
decisions  not  to  hospitalize  patients  who 
needed  hospitalization. 

We  agree  that,  in  at  least  some  cases, 
24  hours  is  too  short  a  period  in  which  to 
complete  review.  The  proposed 
regulations  published  in  March  1976 
allowed  up  to  three  days  to  complete 
admission  review.  The  same  limit  is 
contained  in  the  PSRO  hospital  review 
regulations.  (42  CFR  466.18(a)(vi).)  We 
received  no  adverse  comment  to  the 
three  day  requirement,  and  are 
proposing  the  same  limit  in  these 
regulations.  We  believe  that  three  days 
is  sufficient  for  adequate  testing,  and 
that  any  longer  period  would  have  major 
adverse  cost  implications. 

16.  Should  the  regulation  require 
concurrence  by  2  reviewers  before  an 
adverse  decision  may  be  issued,  or  is 
the  decision  of  one  reviewer  sufficient? 

We  propose  to  allow  an  adverse 
decision  to  be  issued  after  one  reviewer 
fails  to  establish  medical  necessity,  if 
the  attending  physician  or  other  health 
care  practitioner  does  not  object.  If  the 
attending  physician  questions  the 
reviewer’s  decision,  we  propose  to 
require  the  concurrence  of  a  second 
reviewer.  The  requirement  for 
concurrence  by  two  UR  reviewers  would 
be  stricter  than  the  requirement  under 
the  PSRO  program,  in  which  the 
decision  of  the  PSRO  physician  is 
sufficient.  (5ee  final  regulations  at  42 
CFR  Part  466,  Subpart  B,  published  in 
the  Federal  Register  on  June  4, 1979  (44 
FR  32074).)  The  PSRO  program, 
however,  provides  a  second  level  of 
review  through  a  reconsideration 
process.  Because  the  UR  program  does 
not  provide  for  reconsideration,  we 
believe  that  a  second  reviewer’s  opinion 
is  necessary  before  issuing  a  notice  of 
adverse  decision. 

We  also  considered  referring  to  the 
committee  for  decision  those  cases  in 
which  the  two  reviewers  made  different 
recommendations  about  medical 
necessity  and  appropriateness.  We 
thought  that  the  ^t  reviewer  might  be 


influenced  to  find  medical  necessity  if 
he  knew  that  his  adverse  finding  could 
be  reversed  by  another  reviewer.  We 
decided,  however,  that  any  further 
committee  review  would  be  too 
cumbersome. 

17.  Should  the  names  of  the  reviewers 
be  provided  on  a  notice  of  adverse 
decision? 

When  reviewers  determine  that 
medical  necessity  is  not  established,  a 
notice  of  adverse  decision  is  sent  to  the 
patient,  attending  physician,  and 
hospital.  Although  the  reviewer  makes 
the  final  determination,  the  adverse 
decision  is  a  decision  of  the  entire  UR 
committee.  Therefoie,  we  do  not  believe 
that  it  is  necessary  for  the  names  of  the 
reviewers  to  be  contained  in  the  notice. 
We  believe  that  including  the  reviewers’ 
names  might  put  pressure  on  them  and 
interfere  with  their  ability  to  make  fi'ank 
assessments.  We  recognize  that 
reviewers’  names  are  needed  for  record¬ 
keeping  purposes,  however,  and  propose 
that  the  case  records  contain  the  names 
of  the  reviewers. 

18.  Should  the  regulation  provide  for 
appeals  from  decisions  of  the  UR 
committee? 

We  are  not  proposing  to  provide  in 
these  regulations  for  appeals  of 
decisions  of  the  UR  committee.  Present 
Medicare  and  Medicaid  regulations 
provide  formal  appeal  mechanism  when 
an  adverse  decision  becomes  binding  for 
payment  purposes.  (See  42  CFR,  Part 
405,  Subpart  G,  and  Part  431,  Subpart  E.) 
We  believe  that  these  mechanisms,  and 
the  proposed  requirement  of  a  second 
reviewer  in  cases  in  which  the  attending 
physician  challenges  the  review 
decision,  adequately  protect  patients 
who  have  received  adverse  decisions. 

19.  What  confidentiality  and 
disclosure  requirements  should  apply  to 
UR  information? 

We  recognize  the  confidentiality  and 
disclosure  of  UR  information  is  a  matter 
of  great  concern  to  both  consumers  and 
health  care  professionals  and  providers. 
'This  concern  often  may  result  in 
conflicting  interests,  with  consumers 
seeking  maximum  disclosure  in  order  to 
make  informed  choices  about  health 
care  services,  while  health  professionals 
and  providers  seek  to  maintain  the 
confidentiality  of  their  practice  and  to 
avoid  any  violation  of  the 
confidentiality  of  the  relationship  with 
their  patients.  Further,  we  recognize  that 
this  complex  issue  and  competing 
interests  have  generated  State  laws  with 
varied  provisions  for  disclosure  of 
medical  information.  Consequently,  we 
were  concerned  that  prescribing 
detailed  Federal  regulatory  standards 
for  confidentiality  and  disclosure  of  UR 
information  might  result  in  unintended 
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State  law  liability  for  those  participating 
in  UR  activities.  We  are  therefore 
proposing  that  UR  committees  meet 
applicable  State  law  confidentiality  and 
disclosure  requirements,  except  that  the 
committees  must  meet  all  substansive 
PSRO  requirements  for  disclosure  to  the 
Secretary.  In  addition,  any  disclosure  by 
UR  committees  concerning  alcohol  or 
drug  abuse  patient  records  is  subject  to 
the  confidentiality  restrictions  in  42  CFR 
Part  2.  We  particularly  invite  comment 
on  whether  we  should  specify  further 
UR  confidentiality  and  disclosime 
requirements. 

20.  What  is  our  authority  for  requiring 
MCEs? 

Comments  on  the  prior  proposed 
hospital  UR  regulations,  published  on 
March  30, 1976,  questioned  oiu  authority 
to  require  MCEs.  Section  1861(k) 
requires  that  a  UR  plan  provide  “(1)  for 
the  review,  on  a  sample  or  other  basis, 
of  admissions  to  the  institution,  the 
duration  of  stays  therein,  and  the 
professional  services  (including  drugs 
and  biologicais  furnished),  (A)  with 
respect  to  the  medical  necessity  of  the 
services,  and  (B)  for  the  purpose  of 
promoting  the  most  efficient  use  of 
available  health  facilities  and 
services;  *  *  [Emphasis  added.) 
Section  1903(i)(4)  requires,  unless 
waived,  that  a  hospital  have  in  effect  a 
UR  plan  that  meets  the  requirements  of 
section  1861(k]. 

We  believe  that  the  requirement 
under  section  1861  (k)  for  review  of 
professional  services  provides  sufficient 
statutory  authority  to  require  MCE 
studies.  MCEs  are  a  primary  tool  for 
assessing  overall  patterns  of 
professional  services  provided  within  a 
hospital,  and  for  identifying  specific 
problem  areas,  so  that  recommendations 
can  be  made  for  corrective  action, 
including  the  development  of  specific 
education  programs  designed  to  improve 
practitioner  knowledge,  practitioner 
performance,  and/or  administrative 
efficiency.  We  believe  that  these  studies 
are  an  essential  complement  to  the 
concurrent  review  process,  and  are 
necessary  to  an  effective  UR  program. 

21.  How  many  MCE  studies  should  be 
required  per  year? 

The  PSRO  hospital  review  regulations 
specify  a  range  in  numbers  of  MCE 
studies  that  must  be  performed 
annually,  depending  on  the  size  of  the 
hospital.  [See  final  regulations  at  42  CFR 
466.18(a]  published  in  the  Federal 
Register  on  Jime  4, 1979  (44  FR  32074].) 
Present  UR  regulations  at  42  CFR 
405.1035U),  456.145,  and  456.425  require 
only  one  study  each  year.  Although  we 
felt  that  this  requirement  may  be  too  low 
for  larger  hospitals,  we  have  decided  not 
to  impose  a  higher  one.  We  expect  that 


most  hospitals  will  continue  to  perform 
more  than  one  MCE  study  per  year 
because  they  have  recognized  that  these 
studies  are  an  effective  management 
tool.  We  do  not  believe  that  individual 
hospitals  should  be  required  to  perform 
the  number  of  MCEs  required  for 
PSROs.  A  PSRO  can  include  a  number 
of  hospitals  in  an  areawide  MCE  study. 
Furthermore,  the  PSRO  regulations 
provide  for  a  waiver  of  the  MCE 
requirement.  A  waiver  system  would  not 
be  practical  for  UR  because  there  are 
more  than  3,000  hospitals  under  UR.  In 
addition,  recent  changes  in  the 
requirements  for  accreditation  of 
hospitals  by  the  Joint  Commission  on 
Accreditation  of  Hospitals,  have 
eliminated  a  numbers  requirement  for 
hospitals  performing  MCEs.  We 
welcome  any  comments  on  this 
proposed  section. 

42  CFR  Chapter  IV  is  amended  as  set 
forth  below: 

PART  405~FEDERAL  HEALTH 
INSURANCE  FOR  THE  AGED  AND 
DISABLED 

A.  Part  405  is  amended  as  follows; 

§  405.1035  [Vacated] 

1.  Section  405.1035  is  vacated,  and  its 
content  revised  and  redesignated  under 
a  new  Part  482,  Subpart  F. 

2.  Section  405.1913  is  revised  to  make 
it  applicable  only  to  skilled  nursing 
facilities,  as  follows: 

§  405. 1913  Variances  for  utilization  review 
requirements  for  remote  skilled  nursing 
facilities  (SNFs). 

(a)  As  used  in  this  section: 

(1)  An  “available”  individual  is  one 
who: 

(1)  Possesses  the  necessary 
professional  qualifications: 

(ii)  Is  not  precluded  fi'om  participating 
by  reason  of  financial  interest  in  any 
SNF  or  direct  responsibility  for  the  care 
of  the  patients  being  reviewed;  or 
employment  by  the  facility:  and 

(iii)  Is  not  precluded  from  effective 
participation  by  the  distance  between 
the  facility  and  his  residence,  office,  or 
other  place  of  work.  An  individual 
whose  residence,  office,  or  other  place 
of  work  is  more  than  approximately  one 
hour’s  travel  time  from  the  facility  shall 
be  considered  precluded  from  effective 
participation. 

(2)  “Adjacent  facility"  means  a  SNF 
located  within  a  50-mile  radius  of  the 
facility  which  requests  a  variance. 

(b)  The  Secretary  may  grant  a 
requesting  facility  a  variance  from  the 
time  frames  set  forth  in  §  405.1137(d), 
upon  a  showing  satisfactory  to  the 
Secretary  that  the  requesting  facility  has 
been  unable  to  meet  one  or  more  of  the 


requirements  of  S  405.1137,  by  reason  of 
insufficient  medical  and  other 
professional  personnel  available  to 
conduct  the  utilization  review  required 
by  §  405.1137. 

(c)  The  request  for  variance  shall 
document  the  requesting  facility's 
inability  to  meet  the  requirements  for 
which  a  variance  is  requested  and  the 
facility’s  food  faith  efforts  to  comply 
with  the  requirements  contained  in 

§  405.1137. 

(d)  The  request  shall  include  an 
assurance  by  the  requesting  facility  that 
it  will  continue  its  good  faith  efforts  to 
meet  the  requirements  contained  in  ‘ 

§  405.1137. 

(e)  'The  requesting  SNF  shall  submit, 
concurrently  with  the  request  for  a 
variance,  a  revised  utilization  review 
plan  that  specifies  the  methods  and 
procedures  the  SNF  will  use,  if  a 
variance  is  granted,  to  ensure — 

(1)  That  effective  and  timely  control 
will  be  maintained  over  the  utilization  of 
services;  and 

(2)  That  reviews  will  be  conducted  so 
as  to  improve  the  quality  of  care 
provided  to  patients. 

(f)  The  request  for  a  variance  shall 
include: 

(1)  The  name  and  location  of  the  SNF 
that  requests  the  variance; 

(2)  The  total  number  of  patient 
admissions  and  average  daily  patient 
census  at  the  facility  within  ffie  previous 
six  months; 

(3)  The  total  number  of  title  XVUI  and 
title  XIX  patient  admissions  and  the 
average  daily  patient  census  of  title 
XVIH  and  tide  XIX  patients  in  the 
facility  within  the  previous  six  months; 

(4)  As  relevant  to  the  request,  the 
names  of  all  physicians  on  the  active 
staff  of  the  faciUty  and  the  names  of  all 

"other  professional  personnel  on  the  staff 
of  the  facility,  or  both; 

(5)  The  name  and  location  of  each 
adjacent  SNF; 

(6)  The  distance  and  average  travel 
time  between  the  requesting  SNF  and 
each  adjacent  SNF; 

(7)  As  relevant  to  the  request,  the 
location  of  practice  of  available 
physicians  and  the  estimated  number  of 
other  available  professional  personnel, 
or  both  (see  paragraph  (a)(l)(iii)  of  this 
section); 

(8)  Documentation  of  the  SNFs 
attempt  to  obtain  the  services  of 
available  physicians  or  other 
professional  personnel,  or  both;  and 

(9)  A  statement  of  whether  a  planning 
or  conditional  Professional  Standards 
Review  Organization  (PSRO)  exists  in 
the  area  where  the  SNF  is  located. 

(g)  The  Secretary  will  promptly  notify 
the  facility  of  the  action  taken  on  the 
request.  Where  a  variance  is  in  effect. 
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the  validation  of  utilization  review 
under  §  405.1137  shall  be  made  with 
reference  to  the  revised  utilization 
review  plan  submitted  with  the  request 
for  variance. 

(h)  The  Secretary,  in  granting  a 
variance,  will  specify  the  period,  not  to 
exceed  one  year,  for  which  the  variance 
has  been  granted.  A  request  for  a 
renewal  shall  be  submitted  not  later 
than  30  days  before  the  expiration  of  the 
variance  and  shall  contain  all 
information  required  by  paragraphs  (c), 
(d),  and  (f)  of  this  section.  Renewal  of 
the  variance  will  be  contingent  upon  the 
facility's  continuing  to  meet  the 
provisions  of  this  section. 

PART  440— SERVICES:  GENERAL 
PROVISIONS 

B.  Part  440  is  amended  as  follows: 

1.  Section  440.10  is  amended  by 
revising  paragraphs  (b)  and  (c)  and 
deleting  paragraph  (d)  to  read  as 
follows: 

§  440. 10  Inpatient  hospital  services,  other 
than  services  in  an  institution  for 
tuberculosis  or  mental  diseases. 

“Inpatient  hospital  services”  means 
services  that  are  ordinarily  furnished  in 
a  hospital  for  the  care  and  treatment  of 
an  inpatient  under  the  direction  of  a 
physician  or  dentist  and  that  are 
furnished  in  an  institution  that — 

(a)  Is  maintained  primarily  for  the 
care  and  treatment  of  patients  with 
disorders  other  than  tuberculosis  or 
mental  diseases; 

(b)  Is  licensed  or  formally  approved  as 
a  hospital  by  an  officially  designated 
authority  for  State  standard-setting;  and 

(c)  Meets  the  requirements  for 
participation  in  Medicare. 

2.  Section  440.140  is  amended  by 
revising  paragraph  (a)(1)  to  read  as 
follows; 

§  440.140  Inpatient  hospital  services, 
skilled  nursing  facility  services,  and 
intermediate  care  facility  services  for 
individuals  age  55  or  older  in  institutions 
for  tuberculosis  or  mental  diseases. 

(a)  Inpatient  hospital  services.  (1) 
“Inpatient  hospital  services  for 
individuals  age  65  or  older  in  institutions 
for  tuberculosis  or  mental  diseases” 
means  services  provided  under  the 
direction  of  a  physician  for  the  care  and 
treatment  of  recipients  in  an  institution 
for  tuberculosis  or  mental  diseases  that 
meets  the  requirements  under  Medicare, 

§  405.1036  of  this  chapter. 

PART  456— UTILIZATION  CONTROL 

C.  Part  456  is  amended  as  set  forth 
below: 

1.  The  table  of  contents  is  amended  by 
deleting  §§456.100,  456.105  through 


456.145,  456.200,  and  456.205  through 
456.245,  revising  the  titles  of  Subparts  G 
and  H,  and  adding  a  new  §  456.487  to 
Subpart  G.  As  amended,  the  table  of 
contents  reads  as  follows; 

Subpart  A— General  Provisions 

Sea 

456.1  Basis  and  purpose  of  part.  ' 

456.2  State  plan  requirements. 

456.3  Statewide  surveillance  and  utilization 
control  program. 

456.4  Responsibility  for  monitoring  the 
utilization  control  program. 

456.5  Evaluation  critera. 

456.6  Review  by  State  medical  agency  of 
appropriateness  and  quality  of  services. 

Subpart  3— Utilization  Control:  AH  Medicaid 
Services 

456.21  Scope. 

456.22  Sample  basis  evaluation  of  services. 

456.23  Postpayment  review  process. 

Subpart  C— Utilization  Control:  Hospitals 

456.50  Scope. 

456.51  Dehnitions. 

Certification  of  Need  for  Care 
456.60  Physician  certification  and 

recertihcation  of  need  for  inpatient  care. 

Plan  of  Care 

456.80  Individual  written  plan  of  care. 

Utilization  Review  (UR)  Plan:  General 
Requirement 

456.101  UR  plan  required  for  inpatient 
hospital  services. 

Subpart  D— Utilization  Control:  Mental 
Hospitals 

456.150  Scope. 

456.151  Dehnitions. 

Certification  of  Need  for  Care 
456.160  Physician  certification  and 

recertification  of  need  for  inpatient  care. 

456.170  Medical,  psychiatric,  and  social 
evaluations. 

456.171  Medicaid  agency  review  of  need  for 
admission. 

Plan  of  Care 

456.180  Individual  written  plan  of  care. 

456.181  Reports  of  evaluations  and  plans  of 
care. 

Utilization  Review  (UR)  Plan:  General 
Requirement 

456.201  UR  plan  required  for  inpatient 
mental  hospital  services. 

Subpart  E— Utilization  Control:  Skilled 
Nursing  Facilities 
***** 

Subpart  F— Utilization  Control:  Intermediate 
Care  Facilities 
***** 

Subpart  Q— Inpatient  Psychiatric  Services 
for  individuals  Under  Age  21 

456.480  Scope. 

456.481  Admission  certification  and  plan  of 

care.  • 


456.482  Medical,  psychiatric,  and  social 
evaluations. 

456.487  Utilization  review  (UR) 
requirements. 

Subpart  H— Utilization  Review  Plans:  FFP, 
Waivers,  and  Variances 
***** 

Subpart  I— Inspections  of  Care  in  Skilled 
Nursing  and  Intermediate  Care  Facilities 
and  Institutions  for  Mental  Diseases 
***** 

2.  Section  456.101  is  revised  to  read  as 
follows: 

§  456.101  UR  plan  required  for  inpatient 
hospital  services. 

A  State  plan  must  provide  that  the 
requirements  of  Part  482,  Subpart  F  of 
this  chapter,  are  met  with  respect  to 
each  hospital  furnishing  inpatient 
services  under  the  plan. 

§  456.100  (Vacated  and  reserved] 

§§  456.105-456.145  [Vacated  and 
reserved] 

§  456.200  [Vacated  and  reserved] 

§§456.205-456.245  [Vacated  and 
reserved] 

3.  Sections  456.100;  456.105  through 
456.145;  456.200;  and  456.205  throu^ 
456.245  are  vacated  and  reserved  and 
their  content  is  revised  and  redesignated 
under  a  new  Part  482,  Subpart  F. 

4.  Section  456.201  is  revised  to  read  as 
follows: 

§  456.201  UR  plan  required  for  inpatient 
mental  hospital  services. 

A  State  plan  must  provide  that  the 
requirements  of  Part  482,  Subpart  F  of 
this  chapter,  including  the  special 
requirements  for  psychiatric  hospitals, 
are  met  with  respect  to  each  mental 
hospital  furnishing  inpatient  services 
under  the  plan. 

5.  Subpart  G  is  amended  by  revising 
^e  title  and  §  §  456.480  and  456.481  and 
adding  a  new  §  456.487  to  read  as 
follows: 

Subpart  G— Inpatient  Psychiatric 
Services  for  Individuals  Under  Age  21 

§456.480  Scope. 

This  subpart  concerns  admission,  plan 
of  care,  and  utilization  review 
requirements  that  apply  to  inpatient 
psychiatric  services  for  individuals 
under  age  21. 

§  456.461  Admission  certification  and  plan 
of  care. 

If  a  facility  provides  inpatients 
psychiatric  services  to  a  recipient  under 
age  21 — 

(a)  The  admission  certification  by  the 
review  team  required  in  §  441.152  of  this 
chapter  satisfies  the  requirements  for 
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physician  certihcation  of  need  for  care  ^ 
in  §S  456.60,  456.160,  456.260,  and 
456.360: 

(b)  The  development  and  review  of 
the  plan  of  care  required  in  §  441.154  of 
this  chapter  satisfies  the  requirement  for 
physician  recertiHcation  of  need  for  care 
in  the  sections  cited  in  paragraph  (a)  of 
this  section  and  the  requirement  for 
estabhshment  and  periodic  review  of 
the  plan  o7  care  in  $  §  456.80,  456.180, 
456.280,  and  456.380;  and 

(c)  The  plan  of  care  must  be 
established  by  the  team  described  in 
§  441.156  of  this  chapter 


S  456^487  Utilization  review  (UR) 
requirements. 

A  State  plan  must  provide  that  the 
requirements  of  Part  482,  Subpart  F  of 
this  chapter,  including  the  special 
requirements  for  psychiatric  hospitals, 
are  met  with  respect  to  each  facility  or 
program  furnishing  under  the  plan 
inpatient  psychiatric  services  to 
individuals  imder  21. 

6.  Subpart  H  is  amended  by  revising 
the  title  and  §S  456.500  through  456.506,  • 
456.508,  456.520,  456.522,  to  read  as 
follows: 

Subpart  H— Utilization  Review  (UR) 
Plans:  FFP,  Waivers,  and  Variances. 

§  456.500  Purpose. 

This  subpart —  * 

(a)  Prescribes  conditions  for  the 
availability  of  FFP  relating  to  UR  plans; 

(b)  Prescribes  conditions  for  granting 
a  waiver  of  UR  plan  requirements;  and 

(c)  Prescribes  conditions  for  granting  a 
variance  in  UR  plan  requirements  for 
remote  SNFs. 

§  456.501  UR  plans  as  a  condition  for  FFP. 

(a)  Except  when  waived  under 

§§  456.505  through  456.508;  or  §  482.130 
of  this  chapter,  FFP  is  not  available  in 
expenditures  for  medicaid  services 
furnished  by  a  hospital,  mental  hospital, 
or  SNF  unless  the  facility  has  in  effect  a 
UR  plan  that  meets  the  utilization 
review  requirements  for  medicare  under 
sec.  1861  (k)  of  the  act. 

(b)  A  SNF  that  participates  in 
medicare  and  medicaid  must  use  the 
same  UR  standards  and  procedures  and 
review  committee  for  medicaid  as  it 
uses  for  medicare. 

(c)  A  SNF  that  does  not  participate  in 
medicare  must  meet  the  UR  plan 
requirements  in  subpart  E  of  this  part, 
which  are  equivalent  to  the  medicare 
UR  plan  requirements  in  $  405.1137  of 
this  chapter. 


UR  Plan:  Waiver  of  Requirements 

§  456.505  Applicability  of  waiver. 

The  Administrator  may  waive  the  UR 
plan  requirements  of  Subpart  E  of  this 
part,  except  for  provisions  relating  to 
disqualification  of  UR  committee 
members  under  §  456.306  of  Subpart  E  if 
the  Medicaid  agency — 

(a)  Applies  for  a  waiver,  and 

(bj  Demonstrates  to  the 
Administrator’s  satisfaction  that  it  has 
in  operation  specific  UR  procedures  that 
are  superior  in  their  effectiveness  to  the 
UR  plan  requirements  under  Subpart  E 
of  this  part 

§  456.506  Waiver  options  for  medicaid 
agency. 

(a)  The  agency  may  apply  for  a  waiver 
at  any  time  it  has  the  procedures 
referred  to  under  §  456.505(b)  in 
operation  at  least — 

(1)  On  a  demonstration  basis;  or 

(2)  In  any  part  of  the  State. 

[b]  Any  SI^  that  is  participating 
under  the  plan  and  is  not  covered  by  a 
waiver  must  continue  to  meet  all  the  UR 
plan  requirements  under  Subpart  E  of 
this  part. 

***** 

§  456.508  Withdrawal  of  waiver. 

(a)  The  Administrator  will  withdraw  a 
waiver  if  he  determines  that  State 
procedures  are  no  longer  superior  in 
their  effectiveness  to  the  procedures 
required  for  UR  plans  under  Subpart  E 
of  this  part. 

(b)  If  a  waiver  is  withdrawn  by  the 
Administrator,  each  SNF  covered  by  the 
waiver  must  meet  all  the  UR  plan 
requirements  under  Subpart  E  of  this 
part. 

UR  Plan:  Remote  SNF  Variances  From 
Time  Requirements 

§456.520  Definitions. 

As  used  in  §  §  456.521  through  456.525 
of  this  subpart: 

“Available  physician  or  other 
professional  personnel”  means  an 
individual  who — 

(a)  Is  professionally  qualified; 

(b)  Is  not  precluded  ^m  participating 
in  UR  imder  §  456.307  of  Subpart  E  of 
this  part;  and 

(c)  Is  not  precluded  firom  effective 
participation  in  UR  because  he  requires 
more  than  approximately  1  hour  to 
travel  between  the  remote  SNF  and  his 
place  of  work. 

“Remote  SNF  means  a  SNF  located  in 
an  area  that  does  not  have  enough 
available  physicians  or  other 
professional  personnel  to  perform  UR  as 
required  under  Subpart  E  of  this  part, 
and  for  which  the  State  requests  a 
variance. 


“Varicmce”  means  permission  granted 
by  the  Administrator  to  the  Medicaid 
agency  for  a  specific  remote  SNF  to  use 
time  periods  different  from  those 
specified  for  the  start  and  completion  of 
reviews  of  all  cases  under  subpart  E  of 
this  part. 

§  456.521  Conditions  for  granting  variance 
requests. 

(a)  Except  as  described  under 
paragraph  (b)  of  this  section,  the 
administrator  may  grant  a  variance  for  a 
specific  remote  SNF  if  the  agency 
submits  concurrently — 

(1)  A  request  for  the  variance  that 
documents  to  his  satisfaction  that  the 
SNF  is  unable  to  meet  the  time 
requirements  for  which  the  variance  is 
requested;  and 

(2)  A  revised  UR  plan  for  the  SNF. 

(b)  The  Administrator  will  not  grant  a 
variance  if  the  remote  SNF  is  operating 
under  a  UR  plan  waiver  that  the 
Secretary  has  granted  or  is  considering 
under  §  §  456.505  through  456.508. 

§  456.522  Content  of  request  for  variance. 

The  agency’s  request  for  a  variance 
must  include — 

(a)  The  name,  location,  and  type  of  the 
remote  SNF. 

(b)  The  number  of  total  patient 
admissions  and  the  average  daily 
patient  census  at  the  SNF  in  the  6 
months  preceding  the  request; 

(c)  The  number  of  medicare  and 
medicaid  patient  admissions  and  the 
average  daily  medicare  and  medicaid 
patient  census  at  the  SNF  in  the  6 
months  preceding  the  request: 

(d)  The  name  and  location  of  each 
hospital,  mental  hospital,  SNF,  and  IGF 
located  within  a  50-mile  radius  of  the 
SNF; 

(e)  The  distance  and  average  travel 
time  between  the  remote  SNF  and  each 
SNF  listed  in  paragraph  (d)  of  this 
section; 

(f)  Documentation  by  the  SNF  of  its 
attempts  to  obtain  the  services  of 
available  physicians  or  other 
professional  personnel,  or  both; 

(g)  The  names  of  all  physicians  on  the 
active  staff,  and  the  names  of  all  other 
professional  personnel  on  the  staff 
whose  availability  is  relevant  to  the 
request; 

(h)  The  practice  locations  of  available 
physicians  and  the  estimated  number  of 
available  professional  personnel  whose 
availability  is  relevant  to  the  request; 

(i)  Documentation  by  the  SNF  of  its 
inability  to  perform  UR  within  the  time 
requirements  for  which  the  variance  Is 
requested  and  its  good  faith  efforts  to 
comply  with  the  UR  plan  requirements 
of  Subpart  E  of  this  part; 


13948 


Federal  Register  /  Vol.  45,  No.  43  /  Monday,  March  3,  1980  /  Proposed  Rules 


(j)  An  assurance  by  the  SNF  that  it 
will  continue  its  good  faith  efforts  to 
meet  the  UR  plan  requirements  of 
Subpart  E  of  this  part;  and 

(k)  A  statement  of  whether  a  planning 
or  conditional  PSRO  exists  in  the  area 
where  the  SNF  is  located. 

§  456.523  Revised  UR  plan. 

(a)  The  revised  UR  plan  for  the  remote 
SNF  must  specify  the  methods  and 
procedures  that  the  SNF  will  use  if  a 
variance  is  granted  to  insure  that  it — 

(l)  Maintains  effective  and  timely 
control  over  the  utilization  of  services; 
and 

(2)  Conducts  reviews  in  a  way  that 
improves  the  quality  of  care  provided  to 
patients. 

(b)  The  revised  UR  plan  for  the  remote 
SNF  is  the  basis  for  validation  of  UR . 
under  sec.  1903(g)(2]  of  the  Act  for  the 
period  when  a  variance  is  in  effect. 

§  456.524  Notification  of  Administrator’s 
action  and  duration  of  variance. 

(a)  The  Administrator — 

(1)  Will  notify  the  agency  of  the  action 
he  takes  on  its  request  for  a  variance; 
and 

(2)  Will  specify  the  period  of  time,  not 
to  exceed  1  year,  for  which  the  variance 
may  be  granted. 

(b)  When  it  receives  the 
Administrator's  notification,  the  agency 
must  promptly  notify  the  remote  SNF  of 
his  action. 

§  456.525  Request  for  renewal  of 
variance. 

(a)  The  agency  must  submit  a  request 
for  renewal  of  a  variance  to  the 
Administrator  at  least  30  days  before 
the  variance  expires. 

(b)  The  renewal  request  must  contain 
the  information  required  under 

§  456.522. 

(c)  The  renewal  request  must  show,  to 
the  Administrator’s  satisfaction,  that  the 
remote  SNF  continues  to  meet  the 
requirements  of  §  §  456.521  through 
456.523. 

7.  Section  456.614  is  revised  to  read  as 
follows: 

§  456.614  Inspection  review  committee. 

A  utilization  review  committee  under 
Subparts  E  and  F  of  this  part  and 
Subpart  F  of  Part  482  of  this  chapter  may 
conduct  the  periodic  inspections 
required  by  this  subpart  if — 

(a)  The  committee  is  not  based  in  the 
facility  being  reviewed;  and 

(b)  The  composition  of  the  committee 
meets  the  requirements  of  this  subpart. 

D.  A  new  Part  482,  Subpart  F  is  added 
to  read  as  follows: 


PART  482— CONDITIONS  OF 
PARTICIPATION— HOSPITALS 

Subparts  A-E  [Reserved] 

Subpart  F— Utilization  Review  (UR)  Program 

Sec. 

482.100  Statutory  provisions  and 
applicability. 

482.101  Scope. 

482.102  DeHnitions. 

482.103  Conditions. 

482.104  Standard:  UR  conunittee. 

482.106  Standard:  UR  plan. 

482.108  Standard:  Records  and  reports. 

482.109  Standard:  Responsibilities  of  the 
hospital  administration. 

482.110  Standard:  General  requirements  for 
concurrent  review. 

482.111  Standard:  Admission  review. 

482.112  Standard:  Continued  stay  review. 

482.113  Standard:  Elective  procedures 
review. 

482.114  Standard:  Preadmission  review. 

482.116  Standard:  Notice  of  adverse 
decision. 

482.117  Standard:  Medical  care  evaluation 
(MCE)  studies. 

482.118  Standard:  Involvement  of  health 
care  practitioners  other  than  physicians. 

482.119  Standard:  Reviewer  qualihcations 
and  participation. 

482.120  Standard:  Establishment  of  norms, 
criteria,  and  standards. 

482.121  Standard:  Use  of  norms,  criteria, 
and  standards. 

482.122  Standard:  Revisions. 

482.130  Substituting  a  superior  State 
Medicaid  UR  system. 

482.131  Substituting  UR  procedures 
applicable  imder  Medicaid  Section  1115 
UR  demonstration  project  for  Medicare 
requirements. 

'  Authority:  Sections  1102, 1861(k),  1871, 
1902(a)(30),  1903(g)(1)(c)  and  1903(i)(4)  of  the 
Social  Security  Act;  42  U.S.C.  1302, 1395x(k), 
1395(hh),  1396(a)(30),  1396b(g)(l)(c)  and 
1396b(i)(4). 

§  482.100  Statutory  provisions  and 
applicability. 

(a)  Statutory  provisions.  Section  1861 
(e),  (f),  and  (g)  of  the  Social  Security  Act 
require,  as  a  condition  of  participation 
under  Medicare,  that  a  hospital  have  in 
effect  a  utilization  review  (UR)  plan  that 
meets  the  requirements  specified  in 
section  1861(k).  Section  1861(k)  also 
provides  that  the  Secretary  may 
determine  that  Medicaid  UR  procedures 
are  superior  in  their  effectiveness,  and 
he  may  require  that  they  be  used  for 
Medicare.  Section  1902(a)(30)  requires 
that  each  State  Medicaid  plan  provide 
for  UR  methods  and  procedures.  Section 
1903(i)(4)  provides  that  FFP  is  not 
available  in  Medicaid  expenditures  for 
services  furnished  by  a  hospital  unless 
that  hospital  has  a  UR  plan  in  effect  that 
meets  the  requirements  of  section 
1861(k).  A  hospital  participating  in  both 
Medicare  and  Medicaid  must  use  the 
same  UR  plan,  procedures,  and 
committee  for  both  programs.  Section 


1903(i)(4)  also  provides  that  the 
Secretary  may  determine  that  State 
Medicaid  UR  procedures  are  superior  in 
their  effectiveness,  and  may  be 
substituted  for  Medicare  requirements. 
Section  1903(g)(1)(C)  requires  a 
reduction  in  a  State’s  Medicaid  grant  for 
any  quarter  for  which  the  State  does  not 
make  a  satisfactory  showing  that  it  met 
UR  requirements. 

(b)  Applicability.  (1)  The  provisions  of 
this  subpart  apply  to  all  hospital 
Medicare  or  Medicaid  providers  for 
which  a  PSRO  has  not  assumed  binding 
review. 

(2)  When  PSRO  binding  review 
authority  has  been  terminated,  a 
hospital  has  up  to  three  months  to 
establish  a  UR  program  that  meets  the 
requirements  of  this  subpart. 

§482.101  Scope. 

Sections  482.103  through  482.122 
establish  a  UR  plan  as  one  of  the 
conditions  of  participation  of  hospitals 
in  the  Medicare  and  Medicaid  programs, 
and  specify  standards  for  meeting  that 
condition.  Section  482.130  sets  forth  the 
conditions  under  which  a  State  UR 
system,  established  for  the  Medicaid 
program,  may  be  substituted  for  the  UR 
program  specified  in  §  §  482.103  through 
482.122.  Section  482.131  provides  for  die 
substitution  for  the  required  Medicare 
procedures  of  the  procedures  of  a 
Section  1115  Medicaid  UR 
demonstration  project. 

§482.102  Definitions.' 

As  used  in  this  subpart,  imless  the 
context  indicates  otherwise: 

"Act"  means  the  Social  Security  Act 
(42  U.S.C.  Chapter  7). 

“Administrator"  means  the 
Administrator  of  the  Health  Care 
Financing  Administration  (HCFA). 

"Admission  review"  means  a  review 
and  decision  by  the  committee  of  the 
medical  necessity  and  appropriateness 
of  a  patient’s  admission  to  a  hospital 
level  of  care. 

"Adverse  decision" means  a  negative 
decision  by  the  committee,  regarding  the 
medical  necessity  or  appropriateness  of 
health  care  services  provided  or 
proposed  to  be  provided  to  a  patient. 

"Assigned  length  of  stay"  means  the 
number  of  days  between  admission  and 
the  date  the  committee  would  ordinarily 
complete  its  decision  regarding  the 
medical  necessity  of  continued  hospital 
stay. 

"Automatic  approval"  means 
committee  approval  of  the  provision  of 
health  care  services  to  a  patient  without 
performance  of  admission  review,  or 
without  performance  of  both  admission 
review  and  continued  stay.review. 
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“Committee" OT  “UR  Committee" 
means  the  committee  responsible  for 
implementation  of  the  UR  program. 

“Concurrent  review"  means  a  review 
and  decision  focused  on' the  necessity 
and  appropriateness  of  inpatient 
hospital  services  performed  while  the 
patient  is  in  the  hospital.  It  includes 
admission  review,  continued  stay 
review  and,  when  appropriate, 
procedure  review. 

“Continued  stay  review"  means 
committee  review  and  decision,  after 
admission  review  and  during  a  patient's 
hospitalization,  of  the  medical  necessity 
and  appropriateness  of  continuing  the 
patient’s  stay  at  a  hospital  level  of  care. 

“Criteria" means  predetermined 
elements  of  health  care,  developed  by 
health  professionals  relying  on 
professional  expertise,  prior  experience, 
and  the  professional  literature,  with 
which  aspects  of  the  quality,  medical 
necessity,  and  appropriateness  of  a 
health  care  service  may  be  compared. 

“Directly  responsible  for  the  care  of 
the  patient"  means  the  individual  is: 

(1)  Issuing  treatment  orders  for  the 
patient;  or 

(2)  Participating  in  the  formulation  or 
execution  of  the  patient’s  treatment 
plan. 

“Elective, "  when  applied  to  admission 
or  to  a  health  care  service,  means  an 
admission  or  a  service  that  can  be 
delayed  without  substantial  risk  to  the 
health  of  the  individual. 

“HCFA  "  stands  forthe  Health  Care 
Financing  Administration. 

“Health  care  practitioners  other  thon 
physicians"  means  those  health 
professionals  who  do  not  hold  a  doctor 
of  medicine  or  doctor  of  osteopathy 
degree,  who  are  licensed  imder  State  or 
Federal  law  to  practice  their 
professions,  and  who  are  in  active 
practice. 

“Health  care  service"  means  a  service 
or  item,  including  hospitalization,  for 
which  payment  may  be  made  (in  whole 
or  in  part)  under  the  Act. 

“Hospital"  means  a  health  care 
institution  or  distinct  part  of  a  health 
care  institution,  as  defined  in  section 
1861(e)-(g)  of  the  Act,  other  than  a 
Christian  Science  sanatorium  operated, 
or  listed  and  certified,  by  the  First 
Church  of  Christ,  Scientist,  Boston, 
Massachusetts. 

“Major  clinical  area  "  means 
medicine,  surgery,  pediatrics,  obstetrics 
and  gynecology,  or  psychiatry. 

“Major  diagnostic  or  therapeutic 
procedure"  means  a  procedure  which 
involves  a  siugical  or  anesthetic  risk  or 
requires  highly  trained  personnel  or 
special  facilities  or  equipment. 

“Medical  care  evaluation  (MCE) 
study"  means  an  assessment,  performed 


retrospectively,  of  the  quality  or  nature 
of  the  utilization  of  health  care  services. 
If  indicated,  corrective  action  is  taken, 
and  a  subsequent  assessment  is  made  of 
the  impact  of  the  corrective  action. 

'Wor/ns”  means  numerical  or 
statistical  measures  of  average  observed 
performance  in  the  dehvery  of  health 
care  services. 

"Peer  review"  means  review  by 
health  care  practitioners  of  services 
ordered  or  furnished  by  other 
practitioners  in  the  same  professional 
field. 

“Physician" means  a  doctor  of 
medicine  or  osteopathy  or  another 
individual  who  is  authorized  under  State 
or  Federal  law  to  practice  medicine  and 
surgery,  or  osteopathy. 

“Preadmission  review"  means  a 
committee  review  and  decision  prior  to 
a  patient’s  admission  to  a  hospital,  of 
the  medical  necessity  and 
appropriateness  of  an  elective  health 
care  service. 

“Procedure  review"  means  a  review 
and  a  decision  by  the  committee  of  the 
medical  necessity  of,  and 
appropriateness  of,  hospital  level  of  care 
for  surgery  or  other  major  diagnostic  or 
therapeutic  procedure. 

“Screening"  means  the  comparison  of 
a  case  against  written  criteria  to 
determine  whether  more  extensive  peer 
review  is  necessary  to  establish  the 
medical  necessity  and  appropriateness 
of  a  health  care  service. 

“Significant  financial  interest "  means 
a  direct  or  indirect  ownership  interest  of 
5  percent  or  more  in  any  hospital,  if  the 
interest  is  any  one  of  the  types  specified 
under  the  de^ition  of  ‘‘person  with  an 
ownership  or  control  interest’’,  as 
defined  in  42  CFR  420.201  and  455.101.' 

“Standards" means  professionally 
developed  expressions  of  the  range  of 
acceptable  variation  from  a  norm  or 
criterion. 

“UR program" means  a  program  of 
concurrent  and  retrospective  review  to 
establish  the  medical  necessity  and 
appropriateness  of  health  care  services. 

“Working  day"  means  any  one  of  at 
least  five  days  of  each  week  (excluding, 
at  the  option  of  each  committee,  legal 
holidays)  on  which  the  necessary 
personnel  are  available  to  perform 
review  in  the  hospital. 

§  482.103  Condition. 

(a)  Each  hospital  that  is  not  subject  to 
binding  PSRO  review  must  have  a  UR 
plan  in  effect  that  specifies  a  UR 
program  that  meets  the  requirements  of 
this  subpart.  The  purpose  of  the  program 

'  Regulations  defining  ownership  interest  were 
published  in  the  Federal  Register  on  July  17, 1979  (44 
FR  41636). 


is  to  screen  or  review  the  medical 
necessity  and  appropriateness  of 
professional  health  care  services 
provided  to  Medicare  beneficiaries  or 
Medicaid  recipients.  The  hospital’s 
medical  staff  must  be  responsible  for 
implementing  the  UR  program. 

(b)  A  group  of  hospitals  may  establish 
a  single  UR  program  if  that  program 
meets  all  the  requirements  of  this 
subpart. 

(c)  If  a  hospital  participates  in  both 
Medicare  and  Medicaid,  it  must  use  the 
same  UR  plan,  procedures,  and 
committee  for  both  programs. 

§  482.104  Standard:  UR  committee. 

(a)  Composition.  (1)  The  committee 
must  include  two  or  more  physicians  as 
well  as  health  care  practitioners  other 
than  physicians  if  required  by  §  482.118. 

(2)  For  psychiatric  hospitals,  the 
committee  must  include  at  least  one 
physician  knowledgeable  in  the 
diagnosis  and  treatment  of  mental 
diseases. 

(3)  If  a  group  of  hospitals  has 
established  a  single  UR  program,  at 
least  one  physician  from  each  hospital 
must  be  on  the  committee. 

(b)  Organization.  (1)  The  committee 
must  be  organized  as  a  committee  of  the 
hospital’s  medical  staff. 

(2)  If  the  hospital  staff  is  too  small  to 
have  a  properly  functioning  UR 
committee,  the  committee  must  be 
organized  outside  the  hospital’s  medical 
staff,  and  be  established  by  the  local 
medical  or  osteopathic  society  and  at 
least  some  of  the  hospitals  and  skilled 
nursing  facilitiies  in  the  locality. 

(3)  If  neither  of  the  forms  of 
organization  specified  in  paragraphs 
(b)(1)  or  (2)  of  this  section  is  possible, 
the  hospital  must  establish  a  committee 
capable  of  performing  utilization  review 
in  a  manner  approved  by  the 
Administrator. 

(c)  Delegation.  The  committee  may 
delegate  screening  functions.  Only 
members  of  the  committee  may  perform 
review. 

(d)  Use  of  other  committees.  The 
committee  may  use  other  conunittees 
within  the  hospital  to  assist  it  in 
carrying  out  any  of  its  UR  functions, 
except  for  concurrent  review. 

§  482.106  Standard:  UR  plan. 

The  hospital  must  have  a  current 
written  UR  plan  specifying: 

(a)  The  composition  and  organization 
of  the  committee; 

(b)  The  fi'equency  of  meetings  of  the 
committee; 

(c)  Procedures  for  screening  and 
performing  review  of  admission, 
continued  stays,  and  elective 
procedures; 
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(d)  The  role  of  health  care 
practitioners  other  than  physicians; 

(e)  Reviewer  restrictions; 

(f)  Procedures  for  conducting  medical 
care  evaluation  (MCE)  studies;  and 

(g)  Procedures  used  in  the 
development  of  criteria. 

§  482.108  Standard:  records  and  reports. 

(a)  Data  required.  Consistent  with  the 
confidentiality  requirements  of 
paragraph  (b)  of  this  section,  the 
committee  must  maintain  the  following 
dated  records: 

(1)  For  each  case: 

(1)  Identification  of  the  eligible 
individual  and  attending  physician; 

Cii)  The  date  of  admission,  and  date  of 
application  for  Medicare  or  Medicaid 
benefits,  if  made  after  admission; 

(iii)  The  date  and  results  of  each 
concurrent  review; 

(iv)  identiHcation  of  the  reviewing 
physicians  or  peer  health  care 
practitioners; 

(2)  Each  completed  MCE  study; 

(3)  The  current  criteria  and  norma; 

(4)  Results  of  the  assessment  of 
criteria;  and 

(5)  Copy  of  each  notice  of  adverse 
decision. 

(b)  Confidentiality  and  disclosure.  (1) 
The  UR  committee  must  keep 
confidential  and  disclose  its  records  in 
accordance  with  applicable  State  law. 

(2)  The  UR  committee  must  meet  the 
substantive  requirements  speciHed  for 
PSROs  for  disclosure  to  the  Secretary.  * 

(c)  Distribution  of  reports.  The 
committee  must  make  reports  of  its  UR 
activities  on  a  regular  basis  to: 

(1)  Appropriate  members  of  the 
hospital  medical  staff; 

(2)  The  chief  administrative  ofHcial  of 
the  hospital;  and 

(3)  The  Chairman  of  the  Board  of 
Trustees  (or  other  governing  body)  of 
the  hospital. 

(d)  Any  hospital  which  had  been 
under  binding  PSRO  review  authority 
prior  to  PSRO  review  termination,  must 
continue  to  collect  and  maintain  the 
Uniform  Hospital  Discharge  Data  Set  on 
each  Federal  discharge,  and  send  it  to 
the  appropriate  Regional  Health 
Standards  and  Quality  Bureau  Director 
each  quarter. 

§  482.109  Standard:  responsibilities  of  the 
hospital  administration. 

(a)  The  administrative  staff  must 
inform  the  committee  of  the  application 
for  benefits  under  Medicare  or  Medicaid 
of  any  patient  who  applies  while  in  the 
hospital. 


'  Proposed  regulations  on  Conndenttality  and 
Disclosure  of  PSRO  Information  were  published  in 
the  Federal  Register  on  January  15. 1979.  (44  FR 
3056). 


(b)  The  administrative  staff  must  give 
support  and  assistance  to  the  committee 
in  assembling  information,  facilitating 
concurrent  review,  conducting  studies, 
exploring  ways  to  improve  procedures, 
maintaining  committee  records,  and 
promoting  the  most  efficient  use  of 
available  health  services  and  facilities. 

(c)  The  hospital  administrator  must 
designate  an  individual  or  hospital 
department  to  be  responsibile  for  each 
of  the  activities  specified  in  paragraph 
(b)  of  this  section. 

§  482. 110  Standard:  general  requirements 
for  concurrent  review. 

(a)  Candidates  for  review.  The 
committee  must  perform  admission  and 
continued  stay  review  and,  when 
appropriate,  procedure  review  on  each 
Medicare  or  Medicaid  patient  identified 
by  the  hospital. 

(b)  Basis  for  decision  of 
appropriateness.  The  committee  must 
determine  whether  the  level  of  care  is 
appropriate  in  accordance  with  the 
level-of-care  provisions  in  section 
1861(cHg)  of  the  Act.  42  CFR  405.116, 
440.10,  and  440.140,  and  pertinent 
guidelines  issued  by  HCFA. 

§  482.  Ill  Standard:  admission  review. 

(а)  Nature  of  review.  (1)  Admission 
review  must  consist  of  screening  and,  if 
the  conditions  specified  in  the  screen 
are  not  met,  peer  review. 

(2)  Screening  review  must  be 
conducted  by  the  committee  using 
criteria  and  standards  developed  in 
accordance  with  §§482.120  and  482.122 
to  select  those  cases  requiring  peer 
review. 

(3)  If  the  committee  establishes  from 
the  screen  that  the  admission  is 
medically  necessary  and  at  the 
appropriate  level  of  care,  it  must 
approve  the  admission. 

(4)  If  the  committee  cannot  establish 
that  the  hospital  admission  is  medically 
necessary  or  appropriate,  it  must  refer 
the  case  for  peer  review. 

(5)  In  performing  peer  review,  if  the 
peer  reviewer  establishes  that  the 
admission  is  medically  necessary  and 
appropriate,  the  committee  must 
approve  the  admission. 

(б)  If  the  peer  reviewer  does  not 
establish  that  the  admission  is  medically 
necessary  and  appropriate,  he  must 
request  a  consultation  with  the  ' 
attending  physician  or  other  attending , 
health  care  practitioner.  The  peer 
reviewer  must  request  the  attending 
physician  to  explain  the  nature  df  the 
patient's  need  for  hospital  services, 
including  all  factors- which  preclude 
treatment  of  the  patient  as  an  outpatient 
or  in  an  institution  providing  a  lesser 
level  of  care. 


(7)  If,  as  a  result  of  the  consultation, 
the  peer  reviewer  establishes  that  the 
admission  is  medically  necessary  and 
appropriate,  the  committee  must 
approve  the  admission. 

(8)  If  medical  necessity  and 
appropriateness  is  still  not  established 
after  the  consultation,  and  the  attending 
physician  does  not  contest  the  finding, 
the  committee  must  make  an  adverse 
decision  and  give  notice  in  accordance 
with  §  482.116.  If  the  attending  physician 
contests  the  finding,  a  second  peer 

■  member  of  the  committee  must  review 
the  case. 

(9)  If  the  second  peer  reviewer 
establishes  that  the  admission  is 
medically  necessary  and  appropriate, 
the  committee  must  approve  the 
admission. 

(10)  If  the  second  peer  reviewer 
establishes  that  the  admission  is  not 
medically  necessary  or  appropriate,  that 
adverse  decision  is  the  final  committee 
decision.  The  committee  must  give  a 
notice  of  adverse  decision  regarding 
admission  in  accordance  with  §  482.116. 

(b)  Timing  of  review.  (1)  Admission 
review  must  be  completed,  and  approval 
or  adverse  notice  given,  as  soon  as 
feasible,  but  no  later  than  three  working 
days  after  the  admission. 

(2)  In  the  case  of  a  patient  whose 
eligibility  for  benefits  imder  this  chapter 
is  identified  at  some  time  after 
admission,  the  committee  must  review 
the  medical  necessity  and 
appropriateness  of  level  of  care  of 
admission  and  continued  stay  as  soon 
as  feasible  but  no  later  than  three 
working  days  after  identification,  if  the 
patient  is  in  the  hospital  at  the  time. 

(c)  Initial  assigned  length  of  stay.  If 
an  admission  is  approved  under 
paragraphs  (a)  (3),  (5),  (7),  or  (9)  of  this 
section,  the  committee  must  assign  an 
initial  length  of  stay  based  on: 

(1)  The  50th  percentile  of  lengths  of 
stay  for  patients  in  similar  age  groups 
with  similar  diagnoses,  or 

(2)  A  reasonable  estimate,  considering 
the  nature  of  the  patient’s  medical 
problem  and  the  projected  date  when 
the  diagnosis  will  be  more  fully 
clarified,  if  the  diagnosis  is  unclear  at 
the  time  of  admission,  or  length-of-stay 
projections  and  norms  are  unavailable. 

§  482. 112  Standard:  continued  stay 
review. 

(a)  Nature  of  review.  (1)  Continued 
stay  review  must  consist  of  screening 
and,  if  the  conditions  specified  in  the 
screen  are  not  met,  peer  review. 

(2)  Screening  review  must  be 
conducted  by  the  committee  using 
criteria  and  standards  developed  in 
accordance  with  §  §  482.120  and  482.122 


to  select  those  cases  requiring  peer 
review. 

(3)  If  the  committee  establishes  that 
continued  stay  is  medically  necessary 
and  at  the  appropriate  level  of  care,  it 
must  assign  a  continued  length  of  stay 
by  the  end  of  the  previously  assigned 
length-of-stay  period. 

(4)  If  the  committee  cannot  establish 
that  continued  stay  is  medically 
necessary  or  at  the  appropriate  level  of 
care,  it  must  refer  the  care  for  peer 
review. 

(5)  If  the  peer  reviewer  establishes 
that  the  continued  stay  is  medically 
necessary  and  appropriate,  the 
committee  must  assign  a  length  of  stay 
as  specified  in  paragraph  (c]  of  this 
section. 

(6)  If  the  peer  reviewer  does  not 
establish  that  the  continued  stay  is 
medically  necessary  and  appropriate,  he 
must  request  a  consultation  with  the 
attending  physician  or  other  attending 
health  care  practioner.  The  peer 
reviewer  must  request  the  attending 
physician  to  explain  the  nature  of  the 
patient’s  need  for  hospital  services, 
including  all  factors  which  preclude 
treatment  of  the  patent  as  an  outpatient 
or  in  an  institution  providing  a  lesser 
level  of  care. 

(7)  If,  as  a  result  of  the  consultation, 
the  peer  reviewer  establishes  that  the 
continued  stay  is  medically  necessary 
and  appropriate,  the  committee  must 
assign  a  length  of  stay  as  specified  in 
paragraph  (c)  of  this  section. 

(8)  If  medical  necessity  and 
appropriateness  is  still  not  established 
afier  the  consultation,  and  the  attending 
physician  does  not  contest  the  finding, 
the  committee  must  make  an  adverse 
decision  and  give  notice  in  accordance 
with  §  482.116.  If  the  attending  physician 
contests  the  finding,  a  second  peer 
member  of  the  committee  must  review 
the  case. 

(9)  If  the  second  peer  reviewer 
establishes  that  the  continued  stay  is 
medically  necessary  and  appropriate, 
the  committee  must  assign  a  length  of 
stay  as  specified  in  paragraph  (c)  of  this 
section. 

(10)  If  the  second  peer  reviewer 
establishes  that  the  continued  stay  is 
not  medically  necessary  or  appropriate, 
that  decision  is  the  final  committee 
decision.  The  committee  must  provide  a 
notice  of  adverse  decision  as  specified 
in  §  482.116. 

(b)  Timing  of  review.  Continued  stay 
review  must  be  completed  by  the  last 
day  of  the  initial  assigned  length  of  stay. 

(c)  Duration  of  continued  length  of 
stay.  (1)  A  continued  length  of  stay  must 
be  based  on  the  expected  time  when  the 
patient  will  no  longer  require  a  hospital 
level  of  care. 


(2)  For  psychiatric  hospitals,  each 
continued  length  of  stay  may  be  no 
longer  than  30  days  until  90th  day  after 
admission,  and  no  longer  than  90  days 
hereafter. 

(d)  Additional  continued  stay  review. 
Before  the  expiration  of  a  continued 
length  of  stayi  each  case  must  be 
reviewed  again  in  the  manner 
prescribed  under  paragraphs  (a),  (b), 
and  (c)  of  this  section.  These  reviews 
shall  be  repeated  as  long  as  the 
continued  stay  is  further  assigned  by  the 
committee. 

§  482. 1 1 3  Standard:  elective  procedure 
review. 

(a)  On  admission.  If  a  purpose  of 
admission  is  to  perform  elective  si^ery 
or  other  major  elective  diagnostic  or 
therapeutic  procedure,  the  committee 
must  determine  the  medical  necessity  of 
the  elective  procedure  and  the 
appropriateness  of  hospital  level  of  care 
simultaneously  with  admission  review. 
This  review  must  be  completed  prior  to 
the  procedure,  whenever  feasible,  but  no 
later  than  three  working  days  after  the 
admission. 

(b)  During  hospitalization.  If  an 
elective  siu^cal  or  major  elective 
diagnostic  or  therapeutic  procedure,  but 
a  stated  purpose  of  admission,  is 
scheduled  during  hospitalization,  the 
committee  must  complete  review  of  the 
medical  necessity  of  the  surgery  or  other 
major  procedure  prior  to  the  procedure, 
whenever  feasible. 

(c)  Required  preprocedure  review.  If 
the  committee  has  a  reasonable  belief, 
based  on  documentation  it  has 
developed  or  on  other  information,  that 
there  is  medically  unnecessary  or 
inappropriate  utilization  of  an  elective 
procedure,  it  must  establish  the  medical 
necessity  and  appropriateness  of  the 
procedure  prior  to  the  procedure. 

§  482. 1 1 4  Standard:  preadmission  review. 

(a)  General  authority.  'The  committee 
may  review,  prior  to  admission,  the 
medical  necessity  and  appropriateness 
of  any  health  care  service  to  be 
provided  to  a  patient  on  an  elective 
basis.  This  review  must  be  conducted  in 
accordance  with  the  applicable  review 
activities  prescribed  in  §  §  482.110  and 
482.111. 

(b)  Publicizing  requirement.  If  the 
committee  chooses  to  perform 
preadmission  review,  it  must: 

(1)  Develop  a  list  of  the  types  of  health 
care  services  for  which  preadmission 
review  will  be  performed;  and 

(2)  Provide  copies  to  the  chief  of  each 
hospital  medical  staff  for  distribution 
within  the  hospital. 


§  482.1 16  Standard:  notice  of  adverse 
decision. 

(a)  Parties  to  be  notified.  The 
committee  must  give  written  notice  of  an 
adverse  decision  to: 

(1)  The  patient  or,  if  the  patient  is 
expected  to  be  xmable  to  comprehend 
the  notice,  the  patient’s  next  of  kin, 
guardian,  or  sponsor; 

(2)  'The  attending  physician,  or  other 
attending  health  care  practitioner;  and 

(3)  The  hospital. 

(b)  Content  of  the  notice.  ’The  notice 
must  include: 

(1)  'The  reason  for  the  decision; 

(2)  The  date  after  which  the  stay  in 
the  hospital  will  not  be  approved  by  the 
committee  as  medically  necessary  or 
appropriate;  and 

(3)  'The  signature  of  an  authorized 
member  or  representative  of  the 
committee. 

(c)  Timing  of  the  notice.  The  notice 
must  be  delivered  to  the  patient  in  the 
hospital  when  feasible,  or  mailed  within 
the  following  time  limits: 

(1)  For  admission,  within  three 
working  days  after  admission; 

(2)  For  continued  stay,  by  the  last  day 
of  the  previously  approved  length-of- 
stay  period,  or  the  day  after  the 
decision,  whichever  is  earlier; 

(3)  For  preprocedure  review,  before 
the  procedure  is  performed; 

(4)  For  preadmission  review,  before 
admission;  and 

(5)  If  identification  as  a  patient 
eligible  for  benefits  under  this  chapter 
has  been  delayed,  within  three  working 
days  of  identification  if  the  patient  is 
stiU  in  the  hospital. 

(d)  Record  of  adverse  decisions.  (1) 
The  committee  must  dociunent  and 
preserve  a  record  of  all  adverse 
decisions. 

(2)  The  record  must  include: 

(i)  'The  detailed  basis  of  the  decision 
of  the  practitioner  or  committee  that 
conducted  the  review:  and 

(ii)  A  copy  of  the  notice  of  adverse 
decision  sent  to  all  parties. 

§  482. 117  Standard:  medical  care 
evaluation  (MCE)  studies. 

(a)  Number  of  studies  required.  The 
committee  must  complete  at  least  one 
MCE  study  each  calendar  year. 

(b)  Required  coverage.  The  committee 
must  consider  assessment  of  the 
patterns  of  care  of  patients  in  all  major 
clinical  areas  in  the  hospital  as  potential 
study  topics.  In  addition.  MCE  studies 
must,  when  relevant,  include 
assessment  of  care  provided  by  other 
health  care  practitioners  as  well  as  care 
provided  by  physicians. 

(c)  Nature  and  content  of  studies.  In 
conducting  an  MCE  study,  the 
committee  must: 
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(1)  Focus  upon  a  known  or  suspected 
problem  area  in  organization,  delivery, 
or  outcome  of  hospital  care; 

(2)  Carry  out  the  study  in  accordance 
with  specifically  developed  and 
explicitly  stated  objectives; 

(3)  Use  criteria  and  standards 
specified  in  paragraph  (d)  of  this 
section; 

(4)  When  appropriate,  use  a  sample  of 
patients  (and  their  records)  selected 
from  all  ^e  patients  in  the  hospital; 

(5)  Provide  for  peer  analysis  of  any 
substantial  divergence  from  criteria  to 
determine  whether  it  is  justified  or 
represents  problems  that  require 
corrective  action; 

(6)  Make  recommendations,  consistent 
with  the  confidentiality  requirements  of 
§  482.108,  for  corrective  action  to 
individuals  and  organizations 
responsible  for  effecting  change  in  the 
organization,  administration  and 
delivery  of  health  care; 

(7)  Document  when,  where,  and  by 
whom  any  recommended  corrective 
action  was  taken; 

(8)  Include  a  plan  for  follow-up 
evaluation,  when  indicated,  to 
determine  what  changes  have  occurred 
as  a  result  of  action  taken: 

(9)  Perform,  when  indicated,  a  follow¬ 
up  evaluation: 

(1)  Within  a  reasonable  time,  but 
usually  no  later  than  one  year  after 
completion  of  the  study;  and 

(ii)  Limited  to  key  indicators  relevant 
to  the  particular  study;  and 

(10)  Provide  for  periodic  reporting  of  a 
summary  of  the  quality  assurance 
activities  to  the  governing  body  of  the 
hospital. 

(d)  Use  of  criteria  and  standards.  (1) 

The  committee  must  adopt  and  use 
criteria  and  standards  (in  accordance 
with  §1  482.120  through  482.122),  that 
relate  to  the  specific  objectives  of  the 
study.  ^ 

(2)  If  the  committee  identifies  a 
pattern  of  performance  that  does  not 
conform  to  applicable  criteria,  it  must 
subject  the  services  involved  in  that 
pattern  to  further  analysis. 

(3)  The  identification  of  such  a  pattern 
does  not  necessarily  constitute  a  finding 
by  the  committee  that  those  services 
were  not  medically  necessary,  or  not 
provided  at  the  appropriate  level  of 
care. 

(e)  Reports  to  hospitals.  (1)  The 
committee  must  provide  theavritten 
results  of  each  MCE  to: 

(i)  Appropriate  members  of  the 
hospital  medical  staff; 

(11)  The  chief  administrative  official  of 
the  hospital;  and 

(iii)  llie  Chairman  of  the  Board  of 
Trustees  (or  other  governing  body)  of 
the  hospital. 


§482.118  Standard:  involvement  of  health 
care  practitioners  other^than  physicians. 

(a)  Basic  requirement.  If  the 
committee  reviews  care  ordered  by 
health  care  practitioners  other  than 
physicians,  either  independently  or  with 
concurrence  of  a  physician,  it  must 
involve  the  peers  of  those  practitioners 
in  the  review  process  unless; 

(1)  Peer  practitioners  are  unavailable 
to  perform  review;  or 

(2)  Those  peers  are  precluded  from 
performing  review  because  of 
participation  in  the  treatment  of  the 
patient  or  of  financial  interest  in  the 
hospital.  (See  |  482.119(c).) 

(b)  Types  of  peer  involvement.  The 
committee  must  provide  that: 

(1)  In  decisions  regarding  medical 
necessity  for  their  services,  these 
practitioners  tire  involved,  for  their 
particular  speciality,  in: 

(1)  Developing  criteria  and  standards; 

(ii)  Selecting  norms  to  be  used; 

(iii)  Developing  review  mechanisms 
for  care  ordered  by  their  peers;  and 

(iv)  Reviewing  that  care; 

(2)  In  the  conduct  of  concurrent 
review: 

(i)  An  adverse  decision  of  services 
ordered  by  a  practitioner  who  has 
independent  admitting  privileges  must 
be  made  by  a  peer  of  that  practitioner, 

(ii)  An  adverse  decision  of  services 
ordered  by  a  practitioner  who  requires 
physician  concurrence  for  hospital 
ad^ssion  must  be  made  after 
consultation  with  a  peer  of  that 
practitioner;  and 

(3)  In  the  conduct  of  MCE  studies, 
participation  by  these  practitioners  in 
review  of  care  provided  by  their  peers 
must  be  similar  to  that  of  physicians. 

§  482. 1 19  Standard:  reviewer 
qualifications  and  participation. 

(a)  Peer  review  by  physician.  (1)  Each 
person  who  makes  a  decision  about 
services  provided,  or  proposed  to  be 
provided,  by  a  licensed  doctor  of 
medicine  or  osteopathy  must  be  another 
licensed  doctor  of  medicine  or 
osteopathy. 

(b)  Peer  review  by  health  care 
practitioners  other  than  physicians.  A 
person  who  makes  a  decision  about 
services  provided,  or  proposed  to  be 
provided,  by  a  health  care  practitioner 
other  than  a  physician  must  be  a  peer 
health  care  practitioner  except  under  the 
circumstances  specified  in 

§  482.118(a)(1)  and  §  482.119(c). 

(c)  Review  by  physicians 
knowledgeable  in  the  treatment  of 
mental  diseases.  In  psychiatric 
hospitals,  the  committee  may  not  issue  a 
notice  of  adverse  decision  unless  at 
least  one  peer  reviewer  is  a  physician 


knowledgeable  in  the  treatment  of 
mental  diseases. 

(d)  Persons  excluded  from  review.  A 
person  may  not  participate  in  the  review 
of  health  care  services; 

(1)  If  he  is  or  was  directly  responsible 
for  the  care  of  the  patient  whose  case  is 
under  review;  or 

(2)  If  he  has  a  significant  financial 
interest  in  any  hospital. 

§  482.120  Standard:  estabiishment  of 
norms,  criteria,  and  standards. 

(a)  Norms,  criteria,  and  standards. 

The  committee  must: 

(1)  Establish  written  criteria,  and 
select  norms  which  are  required  for 
preadmission  and  concurrent  review; 
and 

(2)  Establish  written  criteria  and 
standards  to  be  used  as  principal  points 
of  reference  in  conducting  MCE  studies. 

(b)  Restriction  for  personnel 
establishing  criteria.  (1)  A  person  may 
not  participate  in  establishing  criteria  if 
he  has  a  significant  financial  interest  in 
any  hospital. 

(2)  A  person  may  not  participate  in 
establishing  criteria  if  he  is  at  any  time 
directly  responsible  for  the  care  of 
patients  to  whom  the  criteria  are 
applied. 

§  482.121  Standard:  usa  of  norms,  criteria, 
and  standards. 

In  assessing  the  need  for,  and 
appropriateness  of,  inpatient  hospital 
care,  fte  committee  must,  as  principal 
points  of  reference: 

(a)  Apply  criteria  specifying  clinical 
indications  of: 

(1)  The  necessity  for  hospital 
admission  and  continued  stay; 

(2)  The  necessity  for  surgery  and  other 
major  diagnostic  and  therapeutic 
procedures; 

(3)  The  types  of  services  which  are 
most  effectively  and  appropriately 
provided  at  a  hospital  level  of  care; 

(b)  Apply  norms  in  assigning  initial 
and  extended  certified  length-of-stay 
periods; 

§  482.122  Standard:  Revisions. 

The  committee  must  periodically 
reassess,  revise  and  update  the  norms, 
criteria,  and  standards  currently  applied 
in  preadmission  and  concurrent  review. 

§  482.130  Substituting  a  superior  State 
medicaid  UR  system. 

(a)  The  HCFA  Administrator  may 
allow  a  hospital  to  substitute  for  the 
requirements  specified  in  this  subpart, 
any  UR  procedures  included  in  a  State 
superior  system  waiver. 

(b)  The  Administrator  may  give  a 
superior  system  waiver  for  any  of  the 
requirements  of  this  subpart,  except 
those  relating  to  restrictions  on  criteria 


Federal  Register  /  Vol.  45,  No.  43  /  Monday,  March  3,  1980  /  Proposed  Rules 


13953 


setters  and  physician  reviewers  under 
§  §  482.119  and  482.120,  if  the  Medicaid 
agency: 

(1)  applies  for  a  waiver;  and 

(2)  demonstrates  to  the 
Administrator’s  satisfaction  that  UR 
procedures  for  which  it  requires  a 
waiver  are  superior  in  their 
effectiveness  to  the  UR  requirements  of 
this  subpart. 

(c)  The  agency  may  apply  for  a  waiver 
at  any  time  it  has  the  procedures 
referred  to  under  paragraph 

(b)(2]  of  this  section  in  operation  at 
least: 

(1)  on  a  demonstration  basis;  or 

(2)  in  any  part  of  the  State. 

(d)  The  Administrator  will  review  and 
evaluate  each  waiver  between  1  and  2 
years  after  he  has  granted  it  and 
between  1  and  2  years  periodically 
thereafter. 

(e)  The  Administrator  will  withdraw  a 
waiver  if  he  detqrmines  that  State 
procedures  are  no  longer  superior  in 
their  effectiveness  to  the  procedures 
required  for  UR  programs  under  this 
subpart.  If  a  waiver  is  withdrawn  by  the 
Administrator,  the  hospital  previously 
covered  by  the  waiver  must  meet  all  the 
UR  requirements  speciHed  in  this 
subpart. 

§  482.131  Substituting  UR  procedures 
appiicable  under  a  medicaid  section  1115 
UR  demonstration  project  for  medicare 
requirements. 

(a)  General  rule.  (1)  The 
Administrator  may  give  hospital 
Medicare  providers  participating  in  the 
Medicaid  UR  demonstration  project, 
under  Section  1115  of  the  Act,  the  option 
of  substituting  the  procedures  required 
under  the  demonstration  project  for  the 
UR  procedures  otherwise  required  by 
this  subpart. 

(2)  If  the  Administrator  decides  to 
offer  such  an  option,  he  will  notify  the 
hospital.  A  hospital  must  notify  the 
Administrator  within  30  days  that  it 
elects  to  perform  UR  under  the  Section 
1115  demonstration  project  procedures 
rather  than  the  procedures  prescribed  in 
this  part. 

(3)  If  the  project  is  in  effect  for  more 
than  one  year,  the  Administrator  may 
give  another  30  day  election  period  to 
facilities  that  did  not  initially  elect  the 
Section  1115  demonstration  procedures. 

(b)  Facility  elects  option.  (1)  If  the 
facility  notiHes  the  Administrator  within 
30  days  that  it  has  elected  the  Section 
1115  demonstration  project  procedures, 
the  election  is  effective  for  patients 
admitted  to  the  facility  on  the  fifteenth 
day  after  the  close  of  the  30-day  period, 
or  on  the  starting  date  of  the  project, 
whichever  is  later. 


(2)  The  option  will  remain  in  effect 
imtil  the  date  the  project  ceases,  unless 
the  facility  chooses  to  withdraw  the 
election  pursuant  to  paragraph  (b](3]  of 

'*  this  section. 

(3)  A  facility  originally  electing  to 
substitute  the  Section  1115  procedures 
for  the  requirements  of  this  subpart  may 
withdraw  such  election  by  notifying  the 
Secretary  in  writing  during  the  30-day 
period  preceding  the  anniversary  of  the 
effective  date  of  the  facility's  election 
(see  paragraph  (b)(1)  of  this  section). 
The  withdrawal  is  effective  on  the 
fifteenth  day  after  the  close  of  this  30- 
day  period. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  13.714,  Medical  Assistance 
Program;  No.  13.773,  Medicare — Hospital 
Insurance) 

Dated:  November  14, 1979. 

Leonard  D.  Schaeffer, 

Administrator^Health  Care  Financing 
Administration. 

Approved:  February  21, 1980. 

Nathan  ).  Stark, 

Acting  Secretary. 
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